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Abstract
Background: Loneliness and social isolation are associated with adverse mental and physical health outcomes in 
adults. However, there is a lack of existing research on effective interventions and the contexts in which these could 
be implemented.

Primary objective: To assess the clinical and cost-effectiveness of a social network intervention compared to usual care 
among at-risk populations.

Design: A pragmatic, community-based, cluster randomised controlled trial with embedded health economic 
evaluation, process evaluation and qualitative study. Outcome assessments were conducted at baseline and at 3 and 
6 months.

Setting: The study was conducted in collaboration with 44 community-based organisations in two regions in England.

Participants: Adults aged ≥ 18 years at risk of loneliness and social isolation.

Intervention: A facilitated social network tool (‘project about loneliness and social networks’; PALS) designed to link 
people to opportunities for social involvement. First, participants map and reflect on personal social networks. Second, 
identification of local resources based on individual preferences, available support, and health and wellness needs.

Main outcome measures: The primary outcome was mental wellness at 6-month follow-up, measured by the Short 
Form questionnaire-12 items mental health component score (MCS). Secondary outcomes included the Short Form 
questionnaire-12 items Physical Health subscale, loneliness, social isolation, well-being and collective efficacy. 
Economic measures assessed the cost-effectiveness of the intervention in terms of costs, quality-adjusted life-years and 
net monetary benefits.

Results: We recruited 469 adults into the study, with 120 withdrawals (25.6%). The main trial results indicate little 
to no treatment effect of the intervention on either the primary or secondary outcomes compared to usual care. The 
within-trial economic evaluation found that PALS was inexpensive to deliver but there was no significant difference in 
quality-adjusted life-years, measures of well-being capability or costs, and the intervention did not lead to demonstrable 
cost-effectiveness in terms of net monetary benefits. The process evaluation found PALS to be acceptable to all types 
of community organisations, but low resource availability and capacity to sustain PALS was found across all community 
organisational contexts. Qualitative interviews (n = 20) highlighted that participants wanted to engage with meaningful 
social activities but barriers to doing so were psychological (i.e. confidence and competence) and practical (i.e. transport 
or cost).

Limitations: The timing of COVID-19 and associated restrictions (approximately splitting trial follow-up into thirds 
of pre-COVID, during the first lockdown, and following the trial reopening) meant its impact on the trial is difficult to 
assess. There were high levels of missing data (20–30% for most outcomes at 6 months), though methods to handle 
missing data did not change the conclusions of the trial.

Conclusions: Our findings do not provide strong evidence of the efficacy of the PALS social network intervention to 
address the complexities of loneliness and social isolation. Although the intervention was acceptable to participants 
and community organisations who hold the potential to deliver such an intervention, sustainability would require a 
networked approach between organisations to mitigate against the challenges found in each organisation.

Future work: Future interventions for loneliness would likely benefit from utilising a multistep approach providing 
tailored psychological, relational and social components.

Trial registration: This trial is registered as Current Controlled Trials ISRCTN19193075.

Funding: This award was funded by the National Institute for Health and Care Research (NIHR) Public Health Research 
programme (NIHR award ref: 16/08/41) and is published in full in Public Health Research; Vol. 13, No. 1. See the NIHR 
Funding and Awards website for further award information.



Contents

iv

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

Contents

List of tables	 vii

List of figures	 ix

List of supplementary material	 x

List of abbreviations	 xi

Plain language summary	 xii

Scientific summary	 xiii

Chapter 1 Introduction	 1
Loneliness and social isolation: the problem	 1

Social factors to prevent or reduce loneliness and social isolation	 1
Changes to the societal and research context since the project commenced	 1

Study aims and objectives	 2
Aims	 2
Objectives	 2

Structure of report	 2

Chapter 2 The intervention	 3
The GENIE intervention	 3
Adapting and using GENIE in the context of loneliness	 4

Theoretical background of the intervention relevant to the study	 4
Adapting the intervention for PALS	 5
Adaptations to intervention delivery throughout the project	 5

Development of PALS facilitator training	 6
Refinement of PALS facilitator training throughout the project	 6

Southampton site-specific arrangements	 7
Unplanned adaptations to PALS training and delivery during the COVID-19 pandemic	 7

The COVID-19 pandemic	 7
PALS facilitator training	 7
Intervention delivery	 8

Chapter 3 The project about loneliness and social networks randomised controlled trial	 9
Methods	 9
Design	 9
Community-based partner recruitment and engagement with the study	 9

Eligibility criteria	 9
Community-based partner identification and flow through the study	 9

Community-based partner set-up	 9
Partner pre-implementation arrangements	 10

Study participants	 10
Eligibility criteria	 10

Recruitment	 10
Identification	 10
Consent	 10
Randomisation	 11



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

v

Intervention group	 12
Control group	 12
Outcomes and end points	 13

Sociodemographic measures	 13
Secondary outcomes	 13
Economic outcomes	 13

Assessment and follow-up	 13
Statistics and analysis	 13

Sample size	 13
Internal pilot study and progression criteria	 14

Statistical analysis	 14
Primary end point	 16

Secondary end points	 16
Economic analysis	 16

Overview and aims	 16
Costing the PALS intervention	 17

Training costs	 17
PALS intervention delivery costs	 18
Health care and participant incurred costs	 18
Outcomes	 19
Analytic approach	 19

Management of the study	 19
Ethical arrangements	 20

Revisions to the protocol	 20
Data management	 20
Serious adverse events	 20

Patient and public involvement	 20
Application development	 20
Involvement in the study	 20
Dissemination	 20

Results	 21
Community-based partners’ engagement	 21
Participants	 21
Main trial results	 23
Secondary end points	 27
Health economic data results	 30
Primary economic analysis: complete case	 38

Findings	 40

Chapter 4 Profiling the optimal factors that prepare a community context for implementation, and 
sustainability, of a network intervention for loneliness	 42
Aims and objectives	 42
Methods	 42

Theoretical approach	 42
Data collection	 42
Data analysis	 43

Process evaluation results	 43
The development of an organisational typology	 44
Fully professionalised organisations	 44
Aspirational community, voluntary and social enterprises	 46
Non-professionalised community-based groups	 49



Contents

vi

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

Delivering the intervention: reflections from PALS facilitators	 50
Creating a personalised experience	 50
Guiding steps to change	 51

Recommendations for intervention delivery	 52
Concluding remarks	 53

Chapter 5 Qualitative study with participants (experiences of loneliness)	 54
Aims and objectives	 54
Methods	 54

Data analysis	 54
Qualitative study results	 54

Participants	 54
Feeling alone in the face of others: an absence of intimacy	 55
Loneliness as entrapment and boredom	 56
Engaging with meaningful social activity as a way out of the imprisonment of loneliness	 57

Chapter 6 Discussion	 59
Summary of key findings	 59
Strengths of the study	 59

Reach and recruitment through community groups of people experiencing loneliness	 59
Understanding living with loneliness	 60

Limitations	 61
Equality, diversity and inclusion	 61

Future directions for research	 62
Conclusions	 63

Additional information	 64

References	 66

Appendix 1 Background to the GENIE intervention development	 72

Appendix 2 PALS intervention logic model	 74

Appendix 3 PALS usual care (control) group	 75

Appendix 4 Organisational randomisation information	 80

Appendix 5 Baseline characteristics of participants	 81

Appendix 6 Consolidated framework for implementation research	 83

Appendix 7 Organisation typologies	 85



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

vii

TABLE 1 Progression criteria for PALS internal pilot study	 14

TABLE 2 Intercurrent events and strategies for the primary estimand	 15

TABLE 3 Training and facilitation costs	 17

TABLE 4 Description and sources of unit costs	 18

TABLE 5 Costs included in each perspective	 19

TABLE 6 Baseline characteristics of participants in the control and intervention groups	 24

TABLE 7 Missing data for SF-12 MCS	 25

TABLE 8 Means and SDs of SF-12 MCS by group and time point, and group differences over time	 25

TABLE 9 Demographics and SF-12 MCS at baseline by missingness of SF-12 MCS at 6 months	 28

TABLE 10 Means and SDs of SF-12 PCS by group and time point, and group differences over time	 28

TABLE 11 Means and SDs of the WEMWBS by group and time point, and group differences over time	 29

TABLE 12 Means and SDs of the De Jong Loneliness Scale by group and time point, and group differences 
over time	 30

TABLE 13 Means and SDs of the Campaign to End Loneliness scores by group and time point, and group 
differences over time	 30

TABLE 14 Means and SDs of the Duke Social Support Scale by group and time point, and group differences 
over time	 31

TABLE 15 Means and SDs of the CENS subscales by group and time point, and group differences over time	 31

TABLE 16 Means and SDs of the Social Provisions Scale by group and time point, and group differences 
over time	 32

TABLE 17 Facilitator training costs	 33

TABLE 18 Facilitation costs	 33

TABLE 19 Intervention costs	 33

TABLE 20 Descriptive statistics of NHS, PSS and informal care costs	 34

TABLE 21 Mean and SD of participant activities by group and time point	 36

TABLE 22 Descriptive statistics of costs by sector by group	 36

List of tables



List of tables

viii

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

TABLE 23 Short Form questionnaire-6 Dimensions missing data summary: number and percentage of 
participants with available data	 37

TABLE 24 Short Form questionnaire-6 Dimensions mean and SD of outcome measure by time point  
and group	 37

TABLE 25 ICEpop CAPability measure for Adults missing data summary: number and percentage of 
participants with available data	 37

TABLE 26 ICEpop CAPability measure for Adults: mean and SD of outcome measure by time point  
and group	 37

TABLE 27 Quality-of-life and well-being capability tariff scores, QALYs, YSC and YFC and costs	 38

TABLE 28 Organisation typologies and characteristics	 43



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

ix

FIGURE 1 Randomisation model flow chart	 12

FIGURE 2 CONSORT diagram	 22

FIGURE 3 SF-12 MCS scores at 6 months by randomised group	 25

FIGURE 4 Forest plot of treatment effect within each organisation	 26

FIGURE 5 Forest plot of treatment effect by baseline characteristics	 27

FIGURE 6 Primary analysis: net benefit by WTP	 39

FIGURE 7 Primary analysis: CEAC	 39

FIGURE 8 Secondary analysis: net benefit by WTP (imputed data)	 40

FIGURE 9 Secondary analysis: CEAC (imputed data)	 40

List of figures



List of supplementary material

x

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

List of supplementary material

Report Supplementary Material 1	 PALS facilitator training guide

Supplementary material can be found on the NIHR Journals Library report page (https://doi.org/10.3310/
WTJH4379).

Supplementary material has been provided by the authors to support the report and any files provided at 
submission will have been seen by peer reviewers, but not extensively reviewed. Any supplementary material 
provided at a later stage in the process may not have been peer reviewed.

https://www.journalslibrary.nihr.ac.uk/publications/WTJH4379/16-08-41-supp1.pdf
https://doi.org/10.3310/WTJH4379
https://doi.org/10.3310/WTJH4379


DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

xi

List of abbreviations
A&E	 accident and emergency

CEAC	 cost-effectiveness acceptability curve

CENS	 Collective Efficacy Network Scale

CFIR	 Consolidated Framework for 
Implementation Research

CI	 confidence interval

GENIE	 Generating Engagement in Network 
Involvement

GP	 general practitioner

ICC	 intracluster correlation

ICECAP-A	 ICEpop CAPability measure for Adults

iNMB	 incremental net monetary benefit

MCS	 mental health component score

NMB	 net monetary benefit

PALS	 project about loneliness and social 
networks (study name)

PCS	 physical composite score

PPI	 patient and public involvement

PSS	 personal and social services

QALY	 quality-adjusted life-year

QoL	 quality of life

RCT	 randomised controlled trial

SAE	 serious adverse event

SD	 standard deviation

SF-12	 Short Form questionnaire-12  
items

SF-6D	 Short Form questionnaire-6 
Dimensions

TSC	 Trial Steering Committee

WEMWBS	 Warwick–Edinburgh Mental  
Well-Being Scale

WTP	 willingness to pay

YFC	 years of full capability

YSC	 years of sufficient capability 



Plain language summary

xii

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

Plain language summary

Loneliness is a negative feeling relating to desired level of social contact with others. Around 30% of the United 
Kingdom population experience loneliness. Feeling lonely and isolated has a negative impact on a person’s emotional 

and physical health, but one way to tackle loneliness is through connecting with community resources which can help 
protect against loneliness.

This study aimed to recruit people experiencing loneliness or isolation, working with community organisations around 
Southampton and Liverpool. Half of the people in the study were given access to a tool called PALS (‘project about 
loneliness and social networks’), designed to map a person’s social network and connect them to local community 
groups and activities.

We looked at the impact of PALS on mental health and other health outcomes, compared to ‘usual care’ for the 
organisation. We also looked at both quality of life and costs to see whether PALS offers value for money (i.e. is ‘cost-
effective’). We looked at how PALS was delivered, and interviewed participants about their experiences of loneliness.

We recruited 469 adults from 44 different organisations. Our findings show that it would be possible to sustain delivery 
of an intervention for loneliness in a community setting if organisations were able to work together to overcome 
resource issues.

However, we found that although acceptable, PALS did not ‘work’ to significantly impact on mental health or loneliness. 
PALS was cheap to deliver but we did not find evidence that it offers better value for money compared to usual care. 
We do not recommend it becomes national public health policy.

Participant interviews highlighted a link between loneliness and a lack of confidence and skills for building emotional 
connections with others. Connecting to new community activities was also impacted by social factors like availability in 
the local area and access to transport. Future interventions should include a multistep approach focused around these 
areas.
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Scientific summary

Background and rationale

Social isolation is defined as a lack of social connections, contact or participation, while loneliness is a subjective 
psychological state where there is a discrepancy between desired and perceived levels of support or connectedness. 
Both social isolation and loneliness have been found to be associated with adverse mental and physical health 
outcomes. A potential mechanism for protecting against loneliness is to improve quality of interpersonal relationships 
and participation in social activities, as both social and emotional support from others is likely to be protective of 
the maintenance of health. Social network interventions have been shown to increase the uptake of new activities 
by connecting individuals to community resources, in addition to improving health outcomes. The current study 
was therefore designed to evaluate a social network intervention for loneliness, implemented outside of the formal 
healthcare setting, to connect people who are at risk of loneliness to others within their communities.

Aims and objectives

The aim of the study was to assess the clinical and cost-effectiveness of implementing a social network intervention 
[‘project about loneliness and social networks’ (PALS)] designed to link people at risk of social isolation and loneliness to 
community resources and activities.

Secondary objectives included exploration of the environmental and organisational factors that affected the integration 
and scalability of the intervention in local and organisational settings and exploration of participant experiences of 
loneliness in the context of building connections with important others and local communities.

Methods

The study design was a pragmatic, community-based, cluster randomised controlled trial with embedded health 
economic evaluation. A mixed-methods process evaluation included observations, interviews, a focus group 
and documentary analysis of relevant documents to assess the process of inducing, engaging and delivering the 
intervention. Concepts from the Consolidated Framework for Implementation Research were used to inform the 
analysis. Qualitative interviews were undertaken with participants with diverse demographic characteristics.

Inclusion criteria

To be eligible for enrolment in the study, participants had to be aged ≥ 18 years and be at risk of loneliness or social 
isolation. Participants were excluded if they were not living within a community setting, had any medical condition 
which impacted on their ability to take part, lacked sufficient capacity to consent, or had previously had access to the 
intervention.

Recruitment

The study identified and recruited community-based partner organisations to recruit participants and to deliver the 
intervention following bespoke study training. Participants were identified in line with the ordinary working practices 
(i.e. usual care) of the linked organisations. In total, participants were recruited from 44 community-based partner 
organisations.
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Randomisation

A degree of flexibility was required in the study randomisation to ensure that it could be operationalised across all 
organisational contexts and potential facilitator–participant relationships. Therefore, it was set out that where possible, 
both facilitators and participants would be randomised within an organisation, and only facilitators randomised to the 
intervention group would be trained in how to deliver the intervention (to avoid contaminating the ‘usual care’ within 
that organisation). Four models of randomisation were outlined, where the model utilised was determined by whether it 
was possible to randomise the facilitator and whether there was an ongoing relationship between the facilitator and the 
participant.

Intervention

The social network ‘Generating Engagement in Network Involvement’ (GENIE) intervention was modified for use 
in the context of loneliness and social isolation. A trained facilitator (from a lay or professional background) guided 
the recipient through the process. There are three key stages in delivering the intervention. This starts with the 
development of a visual representation (i.e. map) of a person’s existing personal community. It then works towards 
exploring their preferences and the leveraging of actual or potentially available community resources. This process is 
coproduced, and the user has ownership of the network map. Finally, links to locally available resources and activities 
are achieved by focusing on individual preferences.

Outcomes

The primary outcome of the trial was mental wellness at 6-month follow-up as measured by the Short Form 
questionnaire-12 items mental health component score (SF-12 MCS). Secondary outcomes included physical health, 
loneliness, social isolation, social support and collective efficacy. Economic outcomes assessed quality of life (Short 
Form questionnaire-6 Dimensions), capability well-being [ICEpop CAPability measure for Adults (ICECAP-A)], resource 
use and engagement with new activities.

All participants completed baseline data collection upon entry into the study. At 3 and 6 months after enrolment into 
the study, participants were sent follow-up assessments.

Data management and analysis

The sample size calculation was based on the primary analysis of the comparison of intervention and usual care on SF-
12 MCS at 6 months, assuming that a 4-point difference detected on the SF-12 would be clinically meaningful. It was 
assumed that each facilitator would be able to recruit 12 participants, and a 15% dropout was accounted for, resulting 
in a recruitment target of 335 people. Following the COVID-19 pandemic, the overall target sample size was adjusted 
to reflect the loss to follow-up due to the pandemic. The complete cases target sample size was not changed (i.e. 335 
people), but a total of 453 was the overall target (assuming that loss to follow-up post pandemic would be 15%). The 
statistical and health economics analysis plan was agreed prior to final analysis.

Results

In total, 469 participants were recruited into the study and completed baseline assessments. The median age of 
participants who took part in the trial was 65 years, with participant ages ranging across the life course from 19 
to 95 years. A total of 330 participants were female (70.4%), and 433 participants were of white ethnicity (92.3%). 
Approximately half of participants in the trial lived alone (n = 242, 51.6%). Of the 469 participants, 227 were allocated 
to the control group and 242 to the intervention group. The results for both 3- and 6-month analyses provided no 
indication to support a meaningful treatment effect of the intervention on the primary outcome. Evidence also indicated 
no meaningful treatment effect of the intervention on any of the secondary outcomes. The within-trial economic 
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evaluation found that PALS was inexpensive to deliver but there was no difference in quality-adjusted life-years 
(QALYs), measures of well-being capability or costs. Net monetary benefits were small and close to zero, suggesting 
the approaches are near-equivocal at all threshold values of willingness to pay per QALY. There was no demonstrable 
benefit of PALS in terms of cost-effectiveness from a public sector perspective.

Process evaluation

A typology of community organisations was developed to portray the complexities experienced when implementing 
in open systems like community contexts. The typology categorised organisations as existing on a continuum from 
fully professionalised organisations, to aspirational community, voluntary and social enterprises, and finally non-
professionalised community-based groups. Within each organisation, the implementation was shaped by ‘service user 
needs’, ‘workforce’ and ‘organisational structure’ but in different ways. No single context was found to possess all the 
facets necessary for implementation; a networked approach that connects the facets of reach and delivery is likely to 
help facilitate intervention delivery in each setting and thus support sustainability. In the context of loneliness and social 
isolation, the environment of austerity negatively affects organisational capacity in numerous and interacting ways. Of 
particular note was the precarious nature of many community organisations, which are continuously seeking financial 
investment to secure their own survival in addition to facing increasing pressures and demands for scarce resources.

Qualitative study

Twenty participants were interviewed about their experiences of loneliness. The qualitative findings highlighted that it 
is not an absence of people but an absence of emotional connections that leads to feelings of loneliness. Participants 
indicated a desire to increase social participation and develop new links to local community activities; however, 
several barriers were identified. At an individual level, some participants lacked the confidence and social skills to 
engage in new activities, and some felt that additional support for attending new places would be beneficial. Others 
identified how social and structural aspects of the community made it difficult to widen social contact where, for 
example, local resources did not exist and there was no accessible or affordable means to travel. These results indicate 
that interventions would likely benefit from several interacting components, tailored to individual need and social 
circumstance.

Conclusions

On the basis of evidence collected in this trial, PALS should not be implemented in a community setting. The findings 
from this study highlight the difficulties of delivering interventions in communities, and show no evidence of a 
significant impact on participant mental health, physical health or other outcomes (including loneliness and isolation).

Our work suggests that further intervention development work addressing individual, relational and social aspects of 
loneliness would be beneficial. Future work should also explore the commissioning context and funding arrangements 
(e.g. local authority, community organisations).

Trial registration

This trial is registered as Current Controlled Trials ISRCTN19193075.

Funding

This award was funded by the National Institute for Health and Care Research (NIHR) Public Health Research 
programme (NIHR award ref: 16/08/41) and is published in full in Public Health Research; Vol. 13, No. 1. See the NIHR 
Funding and Awards website for further award information.
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Chapter 1 Introduction

Loneliness and social isolation: the problem

Social isolation is defined as a lack of social connections, contact or participation, while loneliness is a subjective 
psychological state where there is a discrepancy between desired and perceived levels of support or connectedness.1,2 
Loneliness and social isolation are estimated to affect about 30% of the adult population in the UK,3 and the impact 
of loneliness and isolation on well-being and health has been identified as a major public health problem.4,5 Loneliness 
and social isolation are associated with poor physical and mental health outcomes,6,7 reduced quality of life (QoL) across 
key points in the life course,8,9 and poorer physiological outcomes such as raised blood pressure and increased health-
risk behaviours (e.g. being excessively sedentary).10 The impact on mortality is estimated to exceed that of major risk 
factors such as obesity and cigarette smoking, with a 50% higher risk compared with socially integrated participants.11–13 
Increased prevalence rates of loneliness have been identified in older people, minority communities and those with 
long-term mental or physical health conditions, who are significantly more isolated than those in good health.14–16 
Significant social and economic costs of loneliness are also associated with raised demand and use of health services, 
including increased general practitioner (GP) appointments, emergency hospital admittance and premature social care 
use.17–19

Factors influencing loneliness and social isolation include ageing, socioeconomic deprivation,5 multimorbidities and 
stigma. The limitations of long-term conditions contribute to increased social isolation and feelings of loneliness.20,21 
Loss of employment through retirement or ill health can have a detrimental impact on social status and connections 
with others.22 Reduced social contact and participation and widowhood are identified as additional risk factors5,23 
because they add barriers to sociability, creating a negative impact on QoL24,25 and possible reinforcement of serious 
and sustained health-related risk-taking.26

Social factors to prevent or reduce loneliness and social isolation
Although the causes and drivers of loneliness and isolation are varied, social and emotional support from others is 
likely to be protective of the maintenance of health.27 Interventions providing social and emotional support, such as 
befriending,28 and targeting and enhancing self-worth appear to be more effective than those that do not.27 While there 
are benefits to taking an individualised approach to loneliness and social isolation (e.g. psychological interventions 
to tackle maladaptive cognitions),29 evidence suggests that improving the quality of interpersonal relationships 
and participation in social activities may be key to tackling the impact of loneliness.5 Increasing social interactions 
and the number of people who can be relied on is associated with reduced levels of distress,30 by making available 
strategies for action and facilitating emotional and instrumental support.31,32 Connecting with community resources 
may be another strategy to protect against loneliness for those who are most at risk.5,31 Using everyday public spaces 
can benefit both well-being and social relations, as connecting with community groups, voluntary organisations and 
neighbourhood contexts has been shown to play a role in the formation of social ties facilitated by proximity between 
individuals leading to friendships or relationships.33 Furthermore, there is evidence that social network interventions 
can significantly improve health outcomes and QoL and increase the uptake of new activities.34,35 A diverse and 
supportive network has been shown to reduce health service costs.36 A recent National Institute for Health and Care 
Excellence quality standard recommends the navigation of older vulnerable people to community activities as a means 
of preventing loneliness in older people.31 In line with this, there is a logical argument for introducing, implementing and 
assessing a social network intervention outside of the formal healthcare setting to connect people who are at risk of 
loneliness to others.

Changes to the societal and research context since the project commenced
The COVID-19 pandemic and its associated lockdowns were found to have a detrimental effect on social isolation, 
loneliness and general mental health. The social isolation experienced due to the restrictions was found to exacerbate 
loneliness and poor mental health that existed before the pandemic.37 Groups at risk of loneliness during COVID-19 
included individuals living alone, individuals experiencing emotional regulation difficulties and young people, although 
perceived social support was found to be a protective factor.38 Thus, although opportunities to engage with community 
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activities will have reduced to some degree during the varying restrictions, an intervention that is able to encourage 
reflection on social networks and boost readiness to engage in community activity could still provide benefit.

Study aims and objectives

Aims
The main aim of the study was to assess the clinical and cost-effectiveness of the social network intervention for 
loneliness and social isolation compared to a wait-list control within a community setting among at-risk populations. 
A secondary aim was to understand implementation in the context of different organisations that work in 
community environments.

Objectives

Primary objectives

•	 To assess the effectiveness of the ‘project about loneliness and social networks’ (PALS) intervention compared to 
usual care on mental health at 6 months.

Secondary objectives

•	 To assess the feasibility of the study based on recruitment and retention during an internal pilot phase.
•	 To determine the effect of the PALS intervention compared to usual care on loneliness, social isolation, physical 

health, engagement, depression, anxiety, self-efficacy and QoL.
•	 To explore people’s experiences of using PALS, how the intervention impacts on loneliness and isolation, and the 

mechanisms by which participants enact change.
•	 To explore environmental and organisational factors that impact the integration and scalability of PALS in local and 

organisational settings.

Economic objectives

•	 To establish whether the use of PALS within a community setting is cost-effective.

Structure of report

Chapter 2 provides an overview of the intervention used within this study. In addition, information regarding the specific 
adaptations to the intervention delivery will be outlined; this includes those made prior to the commencement of the 
study and throughout. Information regarding the facilitation training is also outlined here.

Chapter 3 reports on the methods and results pertaining to the main PALS randomised controlled trial (RCT), including 
both statistical and health economic analysis.

Chapter 4 presents the process evaluation exploring the pre-implementation and implementation arrangements, 
focusing specifically on the different organisational and local contexts. Reflections on the intervention delivery are 
provided here.

Chapter 5 presents the qualitative participant interview data exploring their experiences of loneliness in the context of 
building connections with personal communities.

Finally, Chapter 6 discusses the study findings, limitations and implications for future research.
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Chapter 2 The intervention

The GENIE intervention

The Generating Engagement in Network Involvement (GENIE) intervention was developed in the context of self-
management support for long-term conditions. It was built on a body of knowledge concerning the mechanisms and 
properties of social networks and their beneficial health outcomes.35,39,40 GENIE is a facilitated web-based tool designed 
to generate a visual representation (i.e. map) of self-described social networks and improve people’s ability to navigate 
and negotiate local support and resources. This process is coproduced, and the user has ownership of the network map 
and links to locally available resources and activities, achieved by focusing on individual preferences. A trained facilitator 
(from a lay or professional background) guides the recipient through the process. The focus of the intervention is to 
assess and mobilise existing or future ties relevant to maintaining wellness, within the everyday context of living life. 
This starts with the development of a visual representation (i.e. map) of a person’s existing personal community. It then 
works towards exploring their preferences and the leveraging of actual or potentially available community resources. 
The contact between the participant and the intervention facilitator was, on average, 1 hour long. There were three 
main stages in the intervention:

1.	 Network mapping

Firstly, the concentric circles technique was used to gain insight into the recipient’s personal community by building a 
visual representation of current social network ties and support.35 Using this technique, the participant was placed at 
the centre of the network map, with three concentric circles around this central position. The facilitator and participant 
then explored the people, places and things most important to the person in their everyday life. Those identified as 
most important were placed in the inner circle; the next circle represents those that are important but less so than the 
first, and the same again for the third circle. These circles created a visual representation of the personal community but 
required the facilitator to encourage the participant to think about why and how some people and resources might be 
more or less important to them. This was then progressed to further map the people and groups who could potentially 
provide extended support.35 An overview of the completed network was provided to check that the network map 
accurately represented their situation.

2.	 A preference questionnaire

This part of the intervention included questions developed to elucidate people’s preferences for activities or resources 
related to support.41 In order to simplify links to community-based activities and support the preference stage, the 
tool was designed to closely align to the user’s values and interests. Suggestions for health-related activities included 
social groups or activities, exercise or weight loss groups and things like hobby groups; support for independent living, 
volunteering opportunities and educational courses were included.

3.	 Linking individuals to prioritised and valued activities and resources

The items in the preference questionnaire were linked to a pre-created database where local organisations and 
resources were categorised. This was populated in the first instance using pre-existing city and county council 
directories and databases, and then supplemented with study partner resources and ad hoc information that became 
available to the research team. The tool then linked preferences with the user’s postcode to identify local, relevant 
activities and resources. Immediate feedback was provided in the form of a Google-generated map which included the 
local activities and groups they had indicated an interest in. Subsequently, participants were provided with a paper copy 
of their social network map and a list of relevant local activities, along with the contact details of when and where the 
activities were taking place.
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The paper copies were important as they provided participants with a document they could refer back to when they felt 
ready and could be used by the facilitator when planning, with the participant, who in the social network might be able 
to accompany or assist with attending an activity.

During the 3-month contact, the network map was revisited; participants’ current support networks were discussed; 
and any new connections were incorporated, along with updates to existing relationships. The preference questionnaire 
was repeated, and additional relevant local activities were identified. Facilitators would discuss the activities with 
the participants and ascertain whether the participant had attended any activities. If they had not attended, the 
conversation would explore why not; for example, some participants might have decided they were no longer interested 
in a group or activity. Alternatively, participants might have experienced barriers to access, so the conversation could 
explore these barriers and potential ways to overcome them where appropriate.

Further information regarding the development of the GENIE intervention can be found in Appendix 1.

Adapting and using GENIE in the context of loneliness

Theoretical background of the intervention relevant to the study
The theoretical underpinning of PALS was derived from implementation theory of a social network intervention 
designed to promote self-management for those living with long-term conditions through promoting the uptake of 
available and underused collective support.42 The key mechanism for this is hypothesised to be through enhancing 
people’s ability to navigate and negotiate the support available within the personal social network and extending this 
support by engaging with local groups and organisations. Individual motivation and behaviour change are viewed as 
being likely to be enhanced by developing and implementing strategies for engaging social networks and local support 
to provide people with access to wider resources.36,43,44

The specific mechanisms for the workability of the intervention include the following:

•	 Opportunities for individual change are a result of relationships, based on degrees of commitment and 
choice, and accessed through social interaction. These have the capacity to promote autonomy and control in 
mobilising resources.

•	 Network navigation (identifying who should be contacted to make decisions or provide help to access previously 
unused resources and prioritising access to some ties while abandoning others), negotiation within networks 
(reshaping relationships, roles, expectations, and terms of engagement and communication between and 
by network members) and building collective efficacy (developing shared perceptions and capacity aimed at 
successful management through shared efforts and objectives) are the three processes implicated in mobilising 
network support.

•	 Mapping and reflection on personal network membership and support results in a process of positive disruption 
which opens up the potential for reconstructing possibilities differently from current practice.

•	 The facilitation process is supported by a perceived lack of status difference (between the participant and the 
facilitator). This assists with engagement through the constructive discussion of support and preferences for 
activities. Having a reliable background database provides a method for delivering tailored preferences to support 
participant action planning.35

In terms of the focus on loneliness in PALS, additional concepts of social network connectivity were drawn upon to help 
understand how a social network intervention might influence people’s experience of loneliness in community settings. 
The properties of networks focused specifically around the following:

•	 The support role of social networks tends to expand in line with increasing need.36

•	 Participation in community organisations is associated with better physical and mental health in those who are 
more deprived.45

•	 Contact with diverse groups and individuals renders more support than restricted networks.46
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•	 Weak ties are distributed, sporadic and fleeting but are less liable to loss over time than stronger ties because they 
respond to limited demands and offer reciprocity with other people.47

•	 Meaningful ties include links to valued activities such as music and hobbies.48

In relation to loneliness, we drew on the ideas that:

•	 Social ties ‘provide sociability, support, information, a sense of belonging and social identity’.49

•	 At an individual level, increasing ‘cognitive social capital’ is associated with cooperative behaviour – the trust and 
reciprocity between people.50

•	 Social isolation and loneliness are linked to the disruption, flow and loss of the benefits of everyday social capital 
embedded in social networks.51 Thus, in order to ameliorate loneliness, a sense of community belonging can be 
facilitated through social capital resource distribution (i.e. the leveraging of support and access to resources and 
activities), building reciprocity and trust.52

Creative engagement with non-traditional informal providers of wellness management (such as through accessing 
locally available community groups and activities) offers an alternative opportunity to address health and social needs in 
an increasingly resource-stretched NHS. In this study, we set out to determine whether implementing a social network 
intervention in a community setting is effective at reducing loneliness and social isolation.

Adapting the intervention for PALS
The intervention and approach were designed to be generic and thus of use not only to people with long-term physical 
and mental health problems as per the initial development. Given the accumulating evidence highlighting the links 
between loneliness and social isolation and poorer mental and physical health, and the evidence suggesting improving 
relationships is a potential avenue for tackling loneliness, we hypothesised that this social network intervention may 
also be appropriate for those who were isolated and lonely.

Some small modifications of the original intervention were needed to adapt it to be a suitable intervention focused on 
loneliness and social isolation. These included:

•	 Additional age categories were added in the initial filter questions (linked to the database) to include and 
differentiate between older participants. These were broken down into 66–75, 75–85 and 86+ years old (compared 
with the previous single category of 66+ years).

•	 As it was likely that not all participants would have a health condition, one question was changed from ‘your health 
conditions’ to ‘any health conditions’.

•	 An additional question was added to the preference questionnaire to include resources linked to ‘pets and contact 
with animals’, as evidence indicates this is an important source of support for some people and especially relevant to 
those who are lonely or isolated.53

•	 Refinement of training (see Refinement of PALS facilitator training throughout the project).

Prior to starting the project, the intervention database was manually populated over approximately 120 hours, to 
include local activities and support resources in the locations the project intended to recruit from. It was intended 
that the PALS database would be continually updated throughout the life of the project whenever new resources were 
identified by partner organisations or the research team; this occurred on a very ad hoc basis in the initial stages of 
the project set-up. For ease of reading, we will subsequently refer to the intervention as the ‘PALS intervention/PALS’ 
throughout this report.

Adaptations to intervention delivery throughout the project
It was planned that the intervention would be delivered to intervention group participants at baseline and again at 
3 months (during the follow-up visit). The 3-month follow-up repeated the intervention and allowed participants to 
create an updated map and reflect on any changes to their social network and revisit relevant community groups 
or activities. During the pandemic, many participants were confined to their homes; therefore, the delivery of the 
3-month follow-up was conducted over the telephone. This process consisted of the facilitator and participant 
reflecting on the baseline map and discussing any changes. The preference questions were used to identify groups 
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or activities with an online presence and to help elicit the types of activities the participant may choose in the future 
once in-person activities had resumed. In cases where the partner organisation had adapted in-person activities to fit 
with the restrictions imposed by the pandemic, these were conveyed to the participant whenever specific interests 
were matched.

Development of PALS facilitator training

The aim of the PALS facilitator training was to equip personnel from partner organisations with the resources, 
confidence and knowledge to be able to successfully deliver PALS in the community. The training was designed to be 
delivered face to face in a classroom environment over the course of a half day. The training covered five main areas:

•	 Intervention overview – what is PALS and how does it work (delivery 45 minutes).
•	 Study procedures and research practicalities (delivery 45 minutes).
•	 Interactive session – online PALS demonstration, pair work to test out PALS with a partner and group discussion 

(delivery 45 minutes).
•	 Adding resources to the PALS database and inputting data into the trial database – this portion of the training and 

requirement for facilitators was removed due to informational overload (see Refinement of PALS facilitator training 
throughout the project for further information) (delivery 30 minutes).

•	 What is good intervention facilitation – including suggestions and prompts (delivery 30 minutes).

After the session, facilitators were provided with an 80-page facilitator training guide booklet that covered all training 
topics in further detail (see Report Supplementary Material 1 for a copy of the facilitator training guide). The PALS 
research team provided ongoing support to partner organisations and facilitators for the duration of their involvement 
with the project. The PALS research team would conduct telephone conversations with staff/facilitators to discuss 
emerging challenges and offer support and assistance with project implementation, recruitment and facilitation. For 
example, if an organisation faced challenges due to limited staff capacity, the researchers could offer to attend groups/
activities to promote the project and enhance participant recruitment efforts.

Refinement of PALS facilitator training throughout the project
Initially, two PALS researchers delivered group training sessions; it was thought that group training would be time-
efficient and cost-effective while providing an opportunity for partners to network and learn about how PALS would 
be implemented within the different services/community projects. Early feedback from initial partner organisations 
identified that the starting point for organisations was not uniform. For example, facilitators who were not as 
comfortable using information and communications technology needed additional support during these sessions. In 
addition, the training helped identify potential pre-implementation arrangements and this varied considerably between 
organisations. Consequently, researchers delivered the facilitator training ‘in-house’ at the community organisation 
office/location at a time and date that was convenient for the facilitators. The individual organisation training sessions 
were easier to arrange as organisations could provide researchers with their availability without having to wait to see if 
the same date was also convenient for multiple organisations. These training sessions were often smaller and provided 
an opportunity for facilitators to try the intervention with their colleagues and the researchers.

Although included in the initial training package, it was decided based on feedback that training facilitators to enter 
information into the intervention database and trial management database would be removed. Instead this would 
be done by the researchers as it was too time-consuming for facilitators and would detract from the delivery of the 
intervention (by bogging them down in administration). A workaround was devised: facilitators were able to e-mail 
the study team with any relevant activities that needed including in the database and these would be added in. This 
approach added current and relevant resources to the intervention database from the grassroots up while at the 
same time enabling community organisations to feel more intrinsically involved in the ongoing development of the 
intervention. PALS refresher training was also offered to all organisations, and was accepted by several, especially in 
instances where initial training had been delivered but organisations were not ready to start recruitment.
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Southampton site-specific arrangements

In August 2018, the team in Southampton moved towards implementing a pre-training meeting and a post-training 
meeting to sandwich the training session, following several training sessions where facilitators attending the training 
came knowing very little about the study, which impeded the training session. The pre-training meeting attempted 
to bring together several individuals within the organisation, including potential facilitators, their line managers, the 
contacts to the study team and senior managers within the organisation. This meeting was an opportunity to explore 
the necessary pre-implementation arrangements – that is, how PALS would work within the organisation – with all 
potential collaborators present to ensure that all potential facilitators had a basic understanding of the PALS project and 
their potential role and involvement. It also helped to identify potential barriers or misunderstandings so that the study 
team were able to quickly pre-emptively identify solutions and ensure all individuals understood and agreed to these. 
The post-training meeting provided an opportunity to recap on any training issues and to discuss how the facilitator role 
would be incorporated into current roles/workstreams; at this point organisations were then able to begin participant 
identification and recruitment. It was felt that this was not necessary or appropriate in Liverpool, where the researcher 
followed up the facilitators with a phone call post training.

In addition, the GENIE intervention was commissioned by Southampton City Council in 2017. A separate (but linked) 
study mapped the implementation (led by JE and EJ) and meetings were held with the GENIE and PALS teams 
to ensure there was no organisational overlap. However, to ensure there was no potential contamination to the 
PALS study, a criterion was set out to exclude any individuals from the study who had previously engaged with the 
GENIE intervention.

Unplanned adaptations to PALS training and delivery during the COVID-19 pandemic

The COVID-19 pandemic
Recruitment into the project was paused from March 2020 due to the outbreak of the COVID-19 pandemic; this 
project pause lasted approximately 8 months. In October 2020, it was agreed that the study could prepare to begin 
‘slow recruitment’ (i.e. to test the feasibility of restarting recruitment), and participant entry into the study resumed in 
November 2020. From this point forwards, we will describe these periods as pre pause (i.e. everything before March 
2020), the study pause (March–November 2020) and post restart (i.e. everything after November 2020).

PALS facilitator training
Due to the changing nature of national COVID-19 restrictions and guidance, coupled with the ongoing risk to 
facilitators and the study team, all training was delivered through an online platform [Microsoft Teams® (Microsoft 
Corporation, Redmond, WA, USA) or Zoom® (Zoom Video Communications, San Jose, CA, USA)] post restart. 
The training was adapted using the original PALS training and covered similar topics (study procedures, research 
practicalities, PALS intervention demonstration, recruitment and next steps) and lasted 1–2 hours.

The online training session was delivered to one or two facilitators from the same organisation. Researchers were able 
to share their screen with facilitators and demonstrate how to use PALS on the website, and facilitators were able to 
take part in an online demonstration with the researchers.

The main difference following the COVID-19 pandemic was that facilitators were delivering the intervention remotely 
rather than face to face with a participant. Therefore, it was important to ensure that facilitators were confident using 
PALS through an online platform such as Teams/Zoom, or over the telephone. This was achieved through practising 
during the training session and discussing challenges that could arise. Where necessary, facilitators were able to access 
a second practice session delivering the intervention via an online platform with the researcher at a later date. During 
the pandemic, for many of the partner organisations Zoom and Teams had become familiar platforms used within the 
workplace, therefore all facilitators felt comfortable using them during the training session.
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Intervention delivery
Post restart, all participants within the study were offered the intervention via remote delivery (over the telephone or 
via the online platforms of Zoom and Teams). It was believed that the hypothesised mechanisms through which the 
intervention operates would remain unaltered despite the change in delivery method (see Appendix 2 for the PALS 
intervention logic model). All participants opted to receive the intervention by telephone, and all intervention delivery 
was facilitated by the research team. Although six partner organisations undertook the intervention training post 
restart, all of the PALS intervention facilitation during this period was delivered by the research team. Feedback from 
organisations indicated that this was due to capacity issues with demand for their services rising during the pandemic.

Adaptations to each of the three stages of the PALS intervention to fit with remote delivery were as follows:

1.	 Personal community network mapping

To ensure the visual element was maintained, participants were asked to have a piece of paper and a pen to hand, so 
that they could create a picture of their networks of support. The facilitator worked on a laptop using the online version 
of PALS to create a visual image of a participant’s existing support network. As the circle diagram was completed 
electronically by the facilitator, the participant was guided to create the same diagram on paper. Some participants 
chose not to do this and just engaged in the conversation with the facilitator, which explored the nature of participants’ 
social connections.

2.	 The preference questionnaire

The discussion to find out what participants enjoy doing/used to enjoy doing in the past was easily adapted from a 
face-to-face approach to a conversation over the phone. The facilitator read out the questions as they appeared on 
the screen.

3.	 Linking individuals to prioritised and valued activities and resources

During the pandemic, some face-to-face activities in the PALS intervention database were paused or moved to an 
online presence. The database was updated to include new online services. The facilitated discussion then focused 
upon what participants intended to do in the future/as restrictions were eased. After completing the intervention, 
participants were posted a paper version of their digital social network map and a list of relevant local activities.
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Chapter 3 The project about loneliness and social 
networks randomised controlled trial 

Reproduced with permission from Band et al.54 This is an Open Access article distributed in accordance with the 
terms of the Creative Commons Attribution (CC BY 4.0) licence, which permits others to distribute, remix, adapt and 

build upon this work, for commercial use, provided the original work is properly cited. See: https://creativecommons.
org/licenses/by/4.0/.

Methods

The protocol was developed by the research team, with input from our early community-based partner organisations 
and in collaboration with the Southampton Clinical Trials unit (University of Southampton, UK). Sections of this chapter 
are reproduced from the published PALS study protocol54 and the published pre-implementation study.55 Additional 
articles reporting on the main trial results are being written up for publication. This section will outline the methods and 
results assessing the effectiveness and the cost-effectiveness of the PALS intervention during a 12-month RCT.

Design

The study design was a pragmatic, community-based, cluster RCT with embedded health economic evaluation, process 
evaluation and qualitative study. Participants either received access to the PALS intervention immediately or were 
allocated to a wait-list control group. Both groups had access to ‘usual care’ for the organisation they were recruited 
from. An in-depth qualitative process evaluation was conducted to explore organisational settings and integration and 
potential scalability of the intervention in local settings. Qualitative interviews were conducted with participants to 
understand their experiences of living with isolation and loneliness.

Community-based partner recruitment and engagement with the study

Eligibility criteria
The study identified and recruited community-based partner organisations to collaborate with in two regions in 
England; these were located around Southampton (including Hampshire, the New Forest and Isle of Wight) and 
Liverpool (including Merseyside). No formal inclusion criteria were set out with reference to community-based partner 
organisations beyond having the ‘potential to identify or access at-risk individuals’. This was deliberate to ensure we 
were able to sample the range and diversity of individuals living with loneliness or in isolation, respond flexibly to local 
conditions, and develop understanding of the community contexts best placed to both identify potential participants 
and deliver the intervention.

Community-based partner identification and flow through the study

Fourteen organisations provided support for the submission of the study funding application (although only eight of 
these went on to participate in the study). Subsequently, the study team purposively identified potential community-
based partners as the study progressed; this was achieved primarily through snowballing existing partners’ contacts and 
networks of organisations, as well as those linked to the study team.

Community-based partner set-up
Initial contact with potential partners eliciting interest in participation was made by e-mail or via a telephone call 
with one of the research team. This outlined the purpose of the study and the study aims and briefly explained study 
procedures. If the organisation was interested in taking part, an initial meeting would be set up.

https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
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Partner pre-implementation arrangements
Each partner organisation was presented with the same implementation plan, and then arrangements and alterations 
were made to accommodate the specific organisational needs. The plan presented to each organisation proposed 
a division of labour between the PALS study team and the partner organisation (as outlined in Figure 1). It was 
suggested partners would be responsible for identifying and allocating two members of their workforce: one who 
would recruit potential participants, and one to become a trained intervention facilitator. This was proposed in order 
to handle the issue of contamination, as trained facilitators would not have contact with control participants. It was 
also proposed that each organisation would identify and enrol people into the study (in line with the inclusion criteria). 
Ongoing support was available to community partners throughout the study via e-mail, telephone or face-to-face 
visits. Partner organisations remained in the study for as long as was feasible for them or until they had exhausted all 
potential participants (see Results for information regarding organisation engagement). All organisations who wished 
to participate in the study were asked to sign a collaboration agreement and receive a training session (for more 
information on the training please, see Chapter 2 and Appendix 2).

Study participants

Eligibility criteria
To be eligible for enrolment in the study, participants had to be:

•	 aged ≥ 18 years
•	 at risk of loneliness or social isolation (this was defined as an ‘absence of social contacts or community involvement, 

or lack of access to services’ as outlined by Hampshire County Council).56

Participants were excluded if they:

•	 were hospitalised (i.e. not self-managing within a community setting)
•	 had a terminal disease or any acute exacerbation of a condition which impacted upon their ability to take part
•	 lacked sufficient capacity to complete the questionnaires (and/or intervention delivery)
•	 had previously used the GENIE intervention.

An exclusion criterion was removed from the protocol after consultation with the Trial Steering Committee 
(TSC); initially multiple household members could not be enrolled in the study (this amendment was approved in 
January 2019).

Recruitment

Participant recruitment into the trial began in November 2018 and finished in November 2021 (3 years total). This 
included a pause to the study from March to November 2020 due to the outbreak of the COVID-19 pandemic 
(approximately 8 months in total).

Identification
Potential participants were identified in several ways across the partner organisations. In each case, potential 
participant identification was set up so that it best aligned with the ordinary working practices of (or was minimally 
disruptive to) the organisation. For example, this ranged from volunteers being drafted in to call people waiting on 
a befriending list to adding presentations about loneliness and isolation during regular social activities. One partner 
organisation chose to identify potential participants from clients they were visiting on a regular basis. When a client met 
the inclusion criteria for the project, the facilitator incorporated an explanation about the research into the visit and 
gave out information packs.

Consent
Fully informed, written consent was obtained from all participants prior to entry into the study. All participants were 
provided with written information in addition to the opportunity to ask questions prior to participation and prior 
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to the facilitation of the intervention. Additional consent was obtained from participants who participated in the 
qualitative interviews.

Randomisation
Randomisation was initially designed to be carried out at the level of facilitator, stratified by organisation (using blocks 
of two, ensuring organisations would deliver both the intervention and usual care). All participants would be recruited 
by a facilitator and allocated to the corresponding arm of this facilitator. This represented cluster randomisation by 
facilitator. One of the study’s key objectives was to identify and recruit participants in a manner that best operated 
within the existing working practices of each organisation, to facilitate understanding of the integration and scalability 
of the intervention in local and organisational settings. It became clear that in order to achieve this objective, the 
process of randomisation would need to be flexible enough to work across different organisational contexts and 
scenarios while maintaining methodological rigour. It also became apparent that cluster randomisation was not 
necessary in most organisations, and individual randomisation was achievable; this allowed for efficiency in the study, 
by reducing the effects of clustering and removing a source of variation in outcomes. An amendment to the protocol 
was therefore submitted in January 2019. Randomisation was still stratified by organisation, with permuted blocks of 
sizes two and four.

It was set out that where possible, both facilitators and participants would be randomised within an organisation, and 
only facilitators randomised to the intervention group would be trained in how to deliver the intervention (to avoid 
contaminating the ‘usual care’ within that organisation). Figure 1 outlines the potential randomisation scenarios. The key 
practical factors which determined the randomisation model used centred around whether it was possible in practice to 
randomise the individual participant, and to establish the nature of the relationship between facilitators and potential 
participants outside of the study. Therefore, where there were organisational or setting constraints that prohibited 
facilitator or participant randomisation (e.g. the facilitator working within a specific/contained geographic location), the 
relationship between the facilitator and potential participants was then assessed for ongoing contact.

In these scenarios, we decided:

•	 Where there is ongoing contact between participant and facilitator – in these cases, the facilitators would be 
randomised, and the participants within each area allocated to facilitator (not randomised). Only intervention 
facilitators would be trained.

•	 Where there is no ongoing contact – in these cases, there was no risk of potential contamination between control 
facilitators and potential participants, so it was decided that all facilitators would be trained and only participants 
would be randomised.

Participant allocation occurred at the end of the baseline data collection appointment.

Model A
One-off contact between facilitator and participant at 
facilitation
Area and location were not restricted
Facilitators allocated to intervention or control delivery
Participant recruitment by facilitators
Participants were randomised to the intervention or control 
group

Model B
Ongoing contact between facilitator and participant
Area and location not restricted
Facilitators randomised to intervention or control delivery
Only the intervention facilitator received training
Participant recruitment by facilitators where there was no prior connec-
tion to the participant
If a prior connection existed, recruitment by non-facilitator
Participants were randomised to the intervention or control group

Model D
One-off contact between facilitator and participant
Restricted within a geographical area
Facilitators randomised to intervention or control
The intervention and control facilitator received training
Participant recruitment by non-facilitators
Participants were not randomised but allocated to a facilitator 
within each area

Model C
Ongoing contact between facilitator and participant
Area and location not restricted
Facilitators randomised to intervention or control delivery
Only the intervention facilitator received training
Participant recruitment by non-facilitators
Participants were not randomised
Participants within each area were allocated to a facilitator
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If constraint, e.g.
location, exists

use Model D

If constraint, e.g.
location, exists

use Model C

No Yes

Use preferred
option (A)

unless other
constraint exists

Use preferred
option (B)

unless other
constraint exists

Will facilitators have ongoing contact with
participants?

Preliminary discussions held to establish types of
client and how they work with them

Organisation expresses interest in being
involved in the study

FIGURE 1 Randomisation model flow chart.

Intervention group

Participants who were allocated to the intervention group were contacted by the relevant facilitator (either from within 
their organisation or from the study team) in person (pre pause) or by telephone (post restart) to arrange a mutually 
convenient time and date to meet to go through the PALS intervention. The facilitator would meet/contact the 
participant at the prearranged time and place where the participant felt comfortable (e.g. at a community organisation, a 
library, café or participant’s home). The facilitator would then go through stages of the intervention on their laptop or a 
PC, together if in person (pre pause) or over the phone (post restart).

Control group

Participants allocated to the control group continued to receive ‘usual care’ in terms of the provision they would have 
ordinarily received from the partner organisation from which they were recruited. As this varied significantly across 
organisations within the study, an in-depth description of the usual care within organisations is outlined in Appendix 3. 
All participants who were allocated to the control group were offered the opportunity to access the intervention after 
completion of their final data collection.
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Outcomes and end points

This study aimed to improve social isolation and loneliness, which is linked to mental health. No previous research 
had examined these as primary outcomes at the time of study design; therefore, the primary outcome of the trial 
was mental wellness at 6-month follow-up as measured by the Short Form questionnaire-12 items mental health 
component score (SF-12 MCS).57 The MCS had been used previously as a primary outcome in similar community-based 
interventions with overlapping populations,58,59 and the SF-12 has been shown to have good psychometric properties,60 
as has the mental health dimension.61

Sociodemographic measures
Sociodemographic measures were collected upon entry into the study. These included age, gender, postcode, ethnicity, 
educational attainment, income, employment status, car ownership, housing status and household composition.62

Secondary outcomes
The following secondary outcome measures were collected:

•	 Physical health (SF-12 physical health composite scale score)57

•	 Loneliness (De Jong Loneliness Scale63 and the Campaign Against Loneliness measure64)
•	 Social isolation (Duke Social Support index)65

•	 Short Warwick–Edinburgh Mental Well-Being scale (WEMWBS)66

•	 Collective Efficacy Network Scale (CENS)67

•	 Social support (Social Provisions Scale)68

•	 Perceptions of loneliness (modified Brief Illness Perception Questionnaire).69

Economic outcomes

•	 Short Form questionnaire-6 Dimensions (SF-6D)70

•	 QoL [(ICEpop CAPability measure for Adults (ICECAP-A)]71

•	 Healthcare utilisation (EUWISE questionnaire)72

•	 Participant engagement with new activities.73

Assessment and follow-up

All participants completed baseline data collection upon entry into the study. This was usually undertaken on paper 
(although electronic versions were available) and with the help of a research team member (either in person or over 
the phone). At 3 and 6 months after enrolment into the study, participants were sent follow-up assessments by post. 
Participants were able to complete these independently or with assistance from the research team (over the phone) if 
required. All follow-up assessments were recorded no earlier than 2 weeks before the follow-up date and no later than 
6 weeks after the follow-up date. A £10 high street voucher was sent to each participant who completed the 6-month 
follow-up questionnaire.

Statistics and analysis

Sample size
The sample size calculation was based on the primary analysis of the comparison of intervention and usual care on 
SF-12 MCS at 6 months.57 The SF-12 MCS is a score between 0 and 100, based on 12 items (a mix of two, three, five 
and six category responses) that are converted to a norm-based scale designed to have a mean of 50 and standard 
deviation of 10 for the US general population. Previous studies (albeit in different populations) have suggested that 
differences of between 3 and 4.7 points on the SF-12 would be clinically meaningful.74,75 We based the current sample 
size on being able to detect a difference of 4 points. Based on a previous study in socially isolated older people,58 we 
estimate the standard deviation of the outcome to be 10.4 (using a pooled estimate of baseline scores). Choosing 



The project about loneliness and social networks randomised controlled trial 

14

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

80% power and a type I error rate of 5%, an individually randomised study would require 216 people (108 per arm). 
As the study is cluster randomised, the sample size accounts for possible intracluster correlation (ICC; i.e. the potential 
similarity of outcomes in participants within the same facilitator), as well as the number of facilitators and number of 
participants per facilitator. In consultation with our collaborating organisations, it was determined that two facilitators 
per organisation would be feasible; it was also determined that up to 15 participants per facilitator would be acceptable. 
Different scenarios, based on varying the number of facilitators, participants per facilitator and overall sample size, were 
considered when deciding on the final sample size. No estimates for the ICC were found in the literature that were 
directly relevant to the current study design and population; however, previous studies have generally shown low ICCs 
for mental health scores from SF-12 and SF-36 (0.032 and below) across GP practices.42,76 We used a value of 0.05 for 
the ICC with the view that this was likely to be more conservative, with the aim of avoiding underpowering the study. 
Having considered different combinations of the numbers of facilitators and participants per facilitator, we assumed 12 
participants per facilitator. This results in a design effect of 1.55 and an adjusted sample size of 335 people. Assuming 
15% dropout,40 we required 394 participants in total (197 per arm). This worked on the assumption this would require 
33 facilitators; this was increased to 36 facilitators to account for potential dropout of facilitators.

Following the recruitment pause, the overall target sample size was adjusted to reflect the loss to follow-up due to the 
pandemic. The complete cases target sample size was not changed (i.e. 335 people), but a total of 453 was the overall 
target (assuming that loss to follow-up post pandemic would be 15%).

Internal pilot study and progression criteria
An internal pilot was included within the study to mitigate against potential difficulties in accessing the relevant 
population (Table 1). This also allowed for assessment and confirmation of the acceptability and feasibility of the full trial 
protocol and study procedures. Recruitment and retention rates were assessed against stop/go criteria at 12 months 
into the recruitment period (of a total planned 21-month period).

The recruitment and retention data were discussed with the TSC in October 2019; the study had passed the automatic 
stop point. It was recommended that the study team requested a 3-month extension to complete the recruitment to 
target. This was due to be assessed in March 2020, at which point the study was progressing well but shortly after was 
paused due to the COVID-19 pandemic. The study restart extension was agreed in October 2020.

Statistical analysis

A statistical analysis plan was agreed prior to final analysis. Analyses were carried out in Stata v16.0 (StataCorp LP, 
College Station, TX, USA). The primary objective was to determine the effect of the PALS intervention compared to 
usual care on mental health at 6 months. According to the ICH-E9 (R1) addendum on the estimands framework, the 
primary estimand comprised the following:

•	 Population: anyone meeting the eligibility criteria.
•	 Treatment conditions:
◦	Control – usual care as practised by the organisation and individual. This could include any interventions relating 

to improving mental health.
◦	 Intervention – PALS plus usual care.

TABLE 1 Progression criteria for PALS internal pilot study

Criterion Cease if below (%) Continue if above (%)
Actual recruitment at assessment 
point (November 2019)

Recruitment (relative to target) 30 (n = 119) 50 (n = 197) n = 242

Retention at 3 months 60 85 97%

Retention at 6 months 50 85 95%
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•	 End point: SF-12 mental composite score at 6 months.
•	 Population-level summary: mean difference.

The final aspect was to determine strategies for potential intercurrent events that may affect the collection or 
interpretation of the end-point data; the events and strategies are given in Table 2. The rationale for choosing the given 
strategies was largely driven by a preference for a pragmatic study that was felt to best reflect the reality of delivering 
the intervention in this setting.

The trial team agreed that although mental health may be impacted by the COVID-19 pandemic, the treatment 
effect would not necessarily be, as the proposed mechanism of treatment action should largely be unaffected by how 
the intervention is delivered and what resources are available to participants (in terms of social participation). The 
pandemic was therefore considered under the treatment policy strategy, where a single treatment effect covering 
the pre- and post-pandemic periods is thought to be meaningful. The choice of the treatment policy strategy is also 
a pragmatic decision; the pandemic occurred at a time that divided the participants into three approximately equal 
groups: (1) entirely (recruitment and follow-up) pre-COVID; (2) recruited pre-COVID but with follow-up during the first 
lockdown; (3) recruited post study pause (with varying restrictions in place). Cro et al.,77 in considering estimands in the 
context of the pandemic, refer to two estimands: (1) the treatment effect in a hypothetical pandemic-free world and 
(2) the treatment effect in a world including a pandemic. In this case, the first estimand may be of more relevance, but 
considering a hypothetical strategy would mean imputing a very large proportion of the sample (as this would likely 
have to exclude at least the middle group identified above, and possibly the last group, where various restrictions were 
in place).

The primary estimand was therefore the treatment difference (PALS intervention vs. no PALS intervention) for all 
randomised participants who did not die, regardless of how the intervention was delivered and the participants’ 
engagement with it, and regardless of the COVID-19 pandemic. All secondary outcomes were considered to have the 
same intercurrent events and would be dealt with using the same strategies.

Missing data were anticipated for all outcomes, particularly due to the impact of the COVID-19 pandemic. Recruitment 
was extended during the study to counteract the effect of missing data, to increase the chance of achieving sufficient 
complete data and ensure that a complete case analysis was adequately powered. It was believed a priori that only 
outcome data would be missing (models were planned to include terms for organisation, facilitator, baseline score of the 
outcome measure and time point, which are highly unlikely to be missing). Hence, following the guidance of Jakobsen 
et al.,78 a complete case analysis was planned, even though this strategy did not necessarily align with the primary 
estimand (as only those who died would not be included in the analysis). However, as noted previously, sample size was 
adjusted to account for missing data, and so a complete case analysis should not be affected by reduced power relative 
to what was planned in the study design. A discussion of reasons for missing data will be presented to assess how the 

TABLE 2 Intercurrent events and strategies for the primary estimand

Intercurrent event Strategy Rationale/justification

Intervention not delivered according to 
protocol (including not initiated; withdrawal 
from using PALS intervention)

Treatment policy Likely to reflect reality of delivering and engagement with PALS 
intervention in practice.

Use of any other approaches to supporting 
mental health (competing or complementary 
interventions)

Treatment policy Other approaches will be generally available outside of the trial, and 
aim is to assess PALS in this context.

Death Principal stratum As a terminal event, death cannot be considered under a treatment 
policy strategy. However, deaths are expected to be very low, 
and hence will be excluded from the analysis due to the assumed 
minimal impact on conclusions.

COVID-19 pandemic Treatment policy See discussion below.
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results may have aligned (or not) with the proposed estimand; however, reasons for withdrawal were not collected 
systematically or consistently, making it difficult to fully explore reasons for missingness and the potential impact on 
study conclusions. Baseline data are presented by whether primary outcome data were collected. Any differences 
between those who did and did not provide primary outcome data were assessed informally.

Note that where individual items were missing within a questionnaire, the relevant guidance for that questionnaire was 
used to determine whether a participant’s result should be considered missing or whether a value could be calculated; 
hence, missingness on an individual item was not necessarily a reason to exclude a participant if the questionnaire has a 
recommended method for dealing with missingness.

Primary end point

The primary end point of the trial was the difference in the SF-12v2® MCS score at 6-month follow-up between the 
intervention and control group using a linear mixed-effects model (accounting for clustering within organisation as 
random intercepts). The primary model was anticipated to include outcomes at 3 and 6 months, so participant was 
also included as a random effect. It was planned that if the mixed model did not converge, a model with only 6 months 
as the outcome would be the primary analysis. For the complete case analysis, it was planned that if missing data 
rates were higher for 3 months than for 6 months, a model with only 6 months as the outcome would be considered 
the primary analysis. This situation was thought possible due to the nature of the impact of the first UK COVID-19 
pandemic lockdown on the study; in this instance, it was planned that participant and time would no longer be 
included in the model. Time (as a categorical variable) and baseline SF-12 MCS score were included as fixed effects. An 
unstructured covariance matrix for the random effects was used. It was planned that the model would be fitted using 
restricted maximum likelihood. The protocol stated that facilitator would be included as a random effect. However, 
it was felt that facilitator would not be an important factor due to the model of training provided and the fact that 
delivery was largely carried out by the trial team.

The above primary analysis was supplemented by implicit imputation using mixed models. Death (as a terminal event) 
precludes collection of outcomes, but, as noted in the intercurrent event strategy discussion above, this was handled 
under the principal stratum strategy, and hence outcome data for this group would not be considered missing as these 
people are excluded. However, other reasons that led to missing data did not lead to exclusion, and hence the estimand 
was then the hypothetical scenario where any reasons leading to missing data did not occur.

The Pro CoRE software provided by QualityMetric (Johnston, RI, USA) was used to derive the SF-12 MCS scores for 
each person at each time point. Scoring followed that described in the User’s Manual for the SF-12v2 Health Survey, 
Third Edition.79 Missing data were handled using the inbuilt Full Missing Score Estimation option; briefly, missing items 
on a single questionnaire may be imputed if they are in a domain with more than one question. Further details are 
provided in the User’s Manual. This approach was also used for the secondary end point of SF-12 physical composite 
score (PCS).

Secondary end points
Appropriate models (linear mixed model or ordinal mixed model) were used for the secondary outcomes, following the 
same approach as that for the primary outcome.

Economic analysis

Overview and aims
The aim of the economic evaluation was to assess whether PALS, delivered in a community setting and compared to 
usual care, is a cost-effective intervention for individuals at risk of loneliness. A within-trial cost–utility analysis was 
conducted over a 6-month time horizon.



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

17

Questions addressed by the economic evaluation include:

•	 What is the estimated resource use and cost of delivering PALS in the community?
•	 What is the mean cost of delivering PALS per individual at risk of loneliness?
•	 What is the effect of PALS on preference-based health-related QoL (SF-6D)?
•	 What is the effect of PALS on capability well-being (ICECAP-A)?
•	 What is the cost–utility, in terms of net monetary benefit (NMB) of PALS?

Costing the PALS intervention

Training costs
Training sessions took place either at the organisation, at University premises, or virtually. Sessions included one or 
more organisations and were led by research staff involved in the PALS study. Training logs were completed after each 
training session. Trainers estimated the duration of intervention-specific and study-specific (i.e. research and RCT 
methods) training and reported the number of staff attending the sessions.

The intervention was costed as if it were delivered in the ‘real world’. The following assumptions were made:

1.	 Training would take place at the organisation, therefore no venue hire costs were required.
2.	 Trainers would be employed in roles similar to a local authority health trainer. The salary of a local authority health 

trainer (plus salary on-costs) was used to estimate the cost of their time (Table 3).
3.	 It is possible that facilitators would be volunteers at the organisations. We assumed that facilitators would be paid 

for their time, as was the case in PALS. The salary of a well-being recovery worker (plus on-costs) was used to esti-
mate the costs of their time (Table 3).

4.	 In the PALS study a large proportion of facilitation was conducted by study research team staff. We applied the 
same cost to all facilitators, regardless of job position.

5.	 Distance travelled was recorded inconsistently so was not included.

The majority of Southampton-recruited organisations received a follow-up training visit to clarify PALS and trial 
procedures in addition to the planned group training sessions (see Chapter 2, Southampton site-specific arrangements). 
For all Southampton sites, with the exception of the first two trained, where it was not offered, this additional 
session was costed. This was assumed to last 1 hour, be led by one trainer and be attended by three facilitators from 
the organisation.

Training costs were calculated for the Southampton and Liverpool sites. Participant training costs were calculated 
according to the recruiting site. Specifically, the total cost of training sessions for the site was divided by the number of 
individuals randomised to the intervention arm at that site (Southampton or Liverpool). Participants were allocated a 
training cost regardless of whether they received PALS intervention or not.

TABLE 3 Training and facilitation costs

Staff member Description Hourly cost, £ Source

Trainer Local authority health trainer grade 7.
£30,394.34. Gross employee costs including 3% pension 
and 13.8% National Insurance.
1599 hours per year.

19.01 Local authority advertised position

Facilitator Well-being recovery worker.
£26,812.08. Gross employee costs including 3% pension 
and 13.8% National Insurance.
1599 hours per year.

16.77 Advertised role at a recruiting 
organisation

Travel HMRC car mileage rate. 0.45 per mile HMRC
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PALS intervention delivery costs
The intervention was delivered either at the recruiting organisation, at the participant’s home or virtually. Facilitators 
recorded the time to deliver PALS and the distance travelled. Travel was costed using HM Revenue & Customs (HMRC) 
mileage rates (Table 3), with no travel costs associated with virtual delivery. Facilitator time was costed as per training 
costs (Table 3).

The initial protocol prescribed that participants in the intervention arm would receive PALS at baseline and 3-month 
visits. During the trial this changed, and the 3-month administration was modified, whereby some participants 
remapped their social networks while others just discussed their previous maps if this had not changed. The 
intervention was therefore administered either once or twice.

Health care and participant incurred costs
Healthcare resource use was collected at baseline, 3 and 6 months using a de novo participant-completed resource use 
questionnaire that included:

•	 health and social care service resource use [e.g. GP visits, accident and emergency (A&E) visits, mental health 
professional contacts]

•	 informal care received (e.g. unpaid assistance with everyday tasks from family and friends).

Additional questions were included to estimate personal expenditure on activities potentially facilitated by the 
intervention (e.g. attending activities suggested as a result of the intervention). A total activity cost was generated for 
each participant.

Resource use was valued using appropriate UK unit costs or participant valuations estimated at the time of the study 
delivery (2019–21). Unit costs and assumptions are provided in Table 4. NHS National Cost Collection data80 were used 
to value hospital resource use (e.g. A&E visits and outpatient attendances). Primary care and social care costs (e.g. GP 

TABLE 4 Description and sources of unit costs

Resource Description Unit cost Source

GP appointment (face to face) Per surgery consultation lasting 9.22 minutes. With 
qualification and including direct care staff costs

£39 Unit Costs of Health and 
Social Care 202081

A&E visit A&E, outpatient attendance £133 2019/20 National Cost 
Collection (national schedule 
of NHS costs)80

Primary care nurse Nurse (GP practice Band 5). Per surgery consultation 
lasting 9.22 minutes. £63 per hour of patient-related 
work

£9.68 Unit Costs of Health and 
Social Care 202081

Mental health care professional 
(psychologist, counsellor, mental 
health nurse)

Clinical psychologist, counsellor specialist (Agenda for 
Change Band 7), hospital-based scientific and profes-
sional staff. £63 per hour. Assume one contact is 1 hour

£63 Unit Costs of Health and 
Social Care 202081

Social worker Social worker (adult services) unit cost per hour including 
qualifications. Assume one contact is 1 hour

£51 Unit Costs of Health and 
Social Care 202081

Prescription Prescription costs per consultation (actual cost) £30.90 Unit Costs of Health and 
Social Care 202081

Hours of formal care Home care worker. Face to face: based on the price 
multipliers for independent sector home care provided 
for social service. £30 per hour

£30.00 Unit Costs of Health and 
Social Care 202081

Hours of informal care National living wage (age 25 years and over) per hour £8.21 National Minimum Wage and 
National Living Wage rates 
April 2019–March 202083

Out-of-pocket participant 
activity costs

Incurred cost Variable Self-report, based on 
individual participant data
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visits) were valued using the Personal Social Services Research Unit’s unit costs of health and social care.81 Participants 
were also asked how many prescriptions they had received. A unit cost of one prescription (Table 4) was applied for each.

Unpaid care was collected using one question regarding hours of care received from friends and family. The value of this 
time was estimated using the opportunity cost approach,82 using the National Living Wage 2019–20.83

Outcomes
The primary analysis uses the quality-adjusted life-year (QALY), derived from utility scores, obtained using the SF-6D 
algorithm,84 which uses SF-12 data. Measurements were obtained at baseline, 3 and 6 months. A secondary economic 
outcome was the ICECAP-A measure of capability well-being.71 UK tariff values85 were used to generate utilities and 
years of sufficient capability (YSC) and years of full capability (YFC).

Quality-adjusted life-years were generated using the area under the curve approach.86 YSC were generated using the 
method proposed by Mitchell, Roberts87 and the threshold of sufficient capability defined by Kinghorn88 (response 
profile of 33333).

Costs included in each perspective are reported in Table 5.

Analytic approach
A within-trial economic evaluation was conducted using the net-benefit approach. With the net-benefit approach, 
cost/QALY data are transformed into a continuous variable which allows both for correlation between end points and 
for easier manipulation of the data, including within a multilevel framework. Multilevel linear models (which adjusted 
for clustering by organisation) were used to analyse the incremental costs, outcomes and NMBs. Uncertainty around 
NMB was examined by using NMB plots and cost-effectiveness acceptability curves (CEACs). While our a priori 
planned primary analysis was complete case, which means that only individuals with complete data contributed values, 
we additionally carried out imputation to address the substantial amount of missing data. We used the framework 
of multiple imputation as it is viewed as preferable to some simpler forms of imputation which can underestimate 
uncertainty and do not consider all the observed data.89 Missing data were assumed to be missing at random and were 
imputed at the component level. Costs and SF-12 scores were imputed jointly using chained equations and predictive 
mean matching; our imputation model matched our analysis model with the addition of age as an auxiliary variable. 
Analyses were conducted in Stata 16.1.

The trial management group did not recommend we carry out subgroup analysis. We adopted an explanatory focus in 
interpreting the economic results in the context of what we learned over the course of intervention delivery.90,91

Management of the study

The study was sponsored by the University of Southampton. The study team (comprising Senior Research Assistants, 
Research Fellow, Senior Research Fellow, Senior Trial Administrator and Trial Manager) were supervised by the 

TABLE 5 Costs included in each perspective

Costs

Perspective

Public sector Societal

Intervention delivery Included Included

Healthcare resource use Included Included

Formal care Included Included

Informal care Excluded Included

Participant activities Excluded Included
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Principal Investigator, and met weekly throughout the project. The Study Management group, comprising the study 
team, co-applicants and a representative from the Clinical Trials Unit, met every 6 months. A TSC was appointed and 
approved by the funder. The TSC comprised of six independent members [with expertise in mental health, clinical 
psychology, medical statistics, research in the charity sector and patient and public involvement (PPI)] and two non-
independent members (experts in social networks, trial methodology and clinical psychology). Meetings were scheduled 
approximately every 6 months and minutes uploaded to the funder.

Ethical arrangements

Revisions to the protocol
All substantial amendments to the study were approved by the sponsor and submitted for ethics approval. Four 
substantial amendments were made in total.

Data management
Access to data was available only to authorised representatives from the sponsor or host institution for monitoring 
and/or audit of the study to ensure compliance with regulations. Manual data were immediately input into the secure 
database by members of the research team and then filed in locked filing cabinet(s) at the University of Southampton.

Anonymised data will be retained for a period of 10 years after publication and thereafter destroyed. Data with personal 
information will be deleted after the study period and write-up are complete (maximum 3 years after study end).

Serious adverse events
Serious adverse events (SAEs) were recorded, where possible, throughout the trial. In cases where participant death 
was reported to the trial management team, causality was assessed and assigned. As the intervention is behavioural and 
therefore unlikely to impact participant health directly, only incidents deemed to be related to involvement in the study/
interaction with the intervention were eligible to be reported as SAEs. All of these SAEs were judged to be unrelated to 
study participation.

Patient and public involvement

Patient and public involvement was key to this programme of research, since our aim was to conduct the study in such a 
way that would be acceptable and feasible in the local environments.

Application development
We worked closely with relevant partner organisations with whom we had established links, who contributed to work 
leading up to the proposal. PPI representatives were involved in discussion with the Collaboration for Leadership in 
Applied Health Research and Care Wessex PPI group, and prior PALS engagement work. The project was presented at 
the Southampton Scrutiny Panel for Loneliness and consulted with the Campaign to End Loneliness.

Involvement in the study
We worked with our named partners and organisations to agree methods to identify participants, and to discuss 
recruitment strategies, intervention deployment and assessment of implementation issues. Our PPI representatives 
were invited to quarterly management group meetings to provide strategic input to the study as a whole. They were 
provided with the opportunity to comment on the design and content of the participant materials developed by the 
research team. An informal steering group involving PPI representatives provided informal advice and support on 
project management and delivery and interpretation of the study findings.

Dissemination
We will produce a creative and informative visual infographic with input from our PPI representative to be distributed 
to each community partner organisation that participated in the PALS study. The infographic will be designed in a 
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format that is clear and easily accessible to a lay audience, displaying meaningful information, insights and imagery to 
reflect our key findings. We intend to organise an event which will bring together members of the research team and 
representatives of our community partner organisations.

Results

Community-based partners’ engagement
In total, 44 community-based partner organisations recruited participants into the study. Of those, 25 recruited in the 
pre-pause stage only (i.e. up until March 2020), 14 recruited post restart (from November 2020) and 5 organisations 
recruited participants across both periods.

A further 22 organisations actively engaged with the study team regarding participation but did not go on to 
recruit participants. Reasons that organisations did not participate in the study included service users not being 
suitable for the study [i.e. people in crisis or experiencing more urgent or complex social care needs (n = 9, 40.9%)]; 
organisational capacity issues (n = 8, 36.6%); perceived they delivered a similar service to the intervention (n = 3, 
13.6%); or misalignment with the work of the organisation – the remit of the intervention was not relevant to or did not 
complement the service provided by the organisation (n = 2, 9%). Additionally, 29 organisations were contacted but did 
not respond to the study team.

Organisational engagement with the study
Data were collated (where possible) regarding the length of time organisations were engaged with the study. Across 
all organisations, it took on average 139.5 days from the point of first contact with an organisation to the first 
participant recruited from that organisation (approximately 4.5 months). Partner organisations then spent an average 
of 283.33 days actively engaged in the study (approximately 9.5 months), as calculated by the time elapsed from them 
signing their collaboration agreement to the date of their last recruit. The average number of participants recruited by 
organisations was 10.52 [standard deviation (SD) = 13.40]. However, recruitment of participants varied greatly between 
organisations (median 7 participants, range 1–77 participants).

PALS facilitator training
Facilitator training sessions took place between July 2018 and August 2021. In total, 42 training sessions were 
conducted, across which 83 facilitators were trained. This comprised 51 intervention and 32 control facilitators, 25 
of whom were based in Liverpool (17 intervention and 8 control) and 58 in Southampton (34 intervention and 24 
control). On average, the median number of facilitators trained per organisation was 2 (although this ranged from 0 to 9 
across organisations); almost one-third of organisations (29.5%) were not able to provide any facilitators to deliver the 
intervention. Consequently, the PALS study team facilitators (n = 5) delivered the intervention for participants from 24 
organisations (54.5%) and shared the facilitation with a further nine organisations (20.5%).

Randomisation models used by organisations
The randomisation model used in each organisation was recorded; the majority of organisations were able to use the 
preferred recruitment models of A (n = 12, 27.3%) and B (n = 25, 56.8%), where randomisation occurred at both the 
facilitator and participant level. In total, two participating organisations conducted recruitment procedures in a way that 
did not align with any of the four prespecified recruitment models. In both cases, participants were randomised (see 
Appendix 4 for randomisation information).

Participants

Recruitment and retention of participants
The CONSORT diagram (Figure 2) shows participant flow through the study. Over the course of the study, 656 potential 
participants were referred to the study team, and in total 469 participants (71.5%) were recruited into the study and 
completed baseline assessments. A total of 159 participants (33.9%) were recruited from the Liverpool site.
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On average, approximately 15 people per month were recruited into the study (over 32 months); however, recruitment 
rates were almost halved following the COVID-19 pandemic (approximately 10 participants recruited per month 
compared with an average of 19 per month prior to the study pause).

Participant withdrawal
In total, 120 participants withdrew from the study (Figure 2). Over half of the withdrawals were classified as ‘lost to 
follow-up’ (n = 74, 61.7%) and a number as ‘withdrawn from the trial’ (n = 37, 44.4%). The distribution of withdrawals 
from the study was similar across groups (n = 62 intervention participants vs. n = 58 control participants). However, 
of the 120 total participants, 82 withdrew from the study between March and August 2020 (during the height of the 
COVID-19 pandemic restrictions), equivalent to approximately 68% of all study withdrawals.

Baseline characteristics of participants
The median age of participants who took part in the trial was 65 years, with participant ages ranging across the life 
course from 19 to 95 years. A total of 330 participants were female (70.4%), and 433 participants were of white 
ethnicity (92.3%). Approximately half of participants in the trial lived alone (n = 242; 51.6%), and of those living with 
at least one other person, 138 people reported the presence of a spouse (29.7%). The majority of study participants 

Recruited total (n = 469)

(Pre-COVID n = 319)

(Since restart n = 150)

Analysed in primary analysis: (n = 169)
  • Excluded from primary analysis:
      ° Missing data (n = 58)

Withdrawn from trial (n = 15)
Declared lost to follow-up (n = 37)
Died (n = 5)
Missing reason (n = 1)

Allocated to control (n = 227)
  • Received intervention at baseline (n = 1)

Discontinued intervention (n = 1)
Withdrawn from trial (n = 22)
Declared lost to follow-up (n = 37)
Missing reason (n = 2)

Allocated to intervention (n = 242)
  • Received allocated intervention (n = 195)
      ° Only received at 3m (n = 8)
  • Did not receive intervention (n = 37)

Analysed in primary analysis: (n = 180)
  • Excluded from primary analysis (n = 62)
      ° Missing data (n = 62)

Allocation

Analysis

Follow-up

Randomised
(n = 469)

Enrolment

FIGURE 2 CONSORT diagram.
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were not working at the time of entry into the study due to retirement (48%), being unable to work (22.4%) or being 
unemployed (9.6%). In addition, 76.5% of participants reported a household income of < £26k per annum, with 55.2% 
of respondents reporting < £15,600 income per annum. The mean indices of multiple deprivation decile score was 
4.18 (SD = 2.76) across the sample, with Liverpool participant postcodes ranked as more deprived than Southampton 
postcodes (2.94 vs. 4.80). For detailed baseline participant characteristics, see Appendix 5.

A total of 227 participants were allocated to the control group and 242 to the intervention group. Table 6 contains the 
baseline characteristics of all randomised participants. No major differences were seen between groups.

A total of five people died during the trial (all in the usual care). As prespecified in the statistical analysis plan, these 
participants are not included in the following primary or secondary analyses, leaving n = 464 (222 in the usual care, 242 
in the intervention arm).

Intervention delivery
Of the 242 participants randomised to the intervention group, n = 19 (7.9%) received no intervention at either time 
point (i.e. at baseline or 3-month follow-up). The intervention was not delivered in these instances because the 
participant was uncontactable (n = 15, 78.9%), because they did not want the intervention (n = 1; 5.3%) or because of 
health issues (n = 3, 15.8%). In five cases, the participant did not receive the intervention at baseline but did receive it 
at 3-month follow-up and this was due largely to COVID-19 restrictions (n = 4, 80%) or health issues (n = 1, 20%). One 
participant in the control group received the intervention in error.

Main trial results

Primary end point: Short Form questionnaire-12 items mental composite score
Table 7 shows the number of questionnaires that were not analysable. These rates were similar for the two groups, with 
approximately one-quarter missing at the primary time point of 6 months.

Given the higher rates of missingness at 3 months, the primary analysis reverted to fitting a mixed-effects model on 
SF-12 MCS at 6 months only (as prespecified). Baseline and follow-up data, plus the comparison between groups at 
6 months (primary analysis), are given in Table 8, alongside results of the secondary analysis for comparison of groups at 
3 months. The mean differences, confidence intervals (CIs), and p-values are taken from linear mixed-effects models of 
the SF-12 MCS score at the given time point, controlling for baseline MCS score and organisation (as a random effect). 
The histogram of SF-12 MCS scores at 6 months is given in Figure 3.

The results for both 3- and 6-month analyses provide no indication to support a meaningful treatment effect (when 
considering the minimum clinically important difference of 4 points on the SF-12 MCS scale). The estimated mean 
differences between groups and corresponding CIs show the results are most compatible with there being no or little 
treatment effect (whether harmful or beneficial). Baseline SF-12 MCS was also fitted using restricted cubic splines 
(five knots, in the default positions using the Stata command mkspline) to allow for a nonlinear relationship with the 
outcome; this led to minimal change in the results (treatment effect: 0.21, 95% CI −1.74 to 2.17; p = 0.832). When using 
a linear mixed-effects model of 3- and 6-month SF-12 MCS data combined (using time as a fixed categorical effect and 
participant as a random effect nested in Organisation), the treatment effect was estimated to be −0.16 (95% CI −1.90 
to 1.58; p = 0.858), leading to a similar conclusion of no or limited harmful or beneficial effect of treatment. Note that 
this analysis did not converge when excluding those with missing (3- and/or 6-month) data. Hence this represents 
the treatment effect based on the hypothetical scenario where intercurrent events leading to missing data did not 
occur; this also makes the assumption that those with missing data followed the patterns of those who did not have 
missing data.

The treatment effect at 6 months was further estimated in subgroups using interactions; these subgroups were 
based on Organisation and baseline demographics. These results are presented in Figures 4 and 5. While the smaller 
sample sizes mean no firm conclusions can be drawn, there was no strong evidence to suggest a variable effect across 
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TABLE 6 Baseline characteristics of participants in the control and intervention groups

Characteristic Control (N = 227) Intervention (N = 242)

Age (years), median (LQ, UQ) 65.0 (48.0, 76.0) 64.0 (47.5, 75.5)

Missing 8 (3.5%) 2 (0.8%)

Sex, n (%)

Male 70 (30.8) 69 (28.5)

Female 157 (69.2) 173 (71.5)

Ethnicity, n (%)

White 209 (92.1) 224 (92.6)

Other 18 (7.9) 18 (7.4)

Highest education level, n (%)

Primary school 5 (2.2) 3 (1.2)

Secondary school 88 (38.8) 105 (43.4)

College 79 (34.8) 61 (25.2)

Higher education 51 (22.5) 71 (29.3)

Missing 4 (1.8) 2 (0.8)

Working status, n (%)

Fulltime 18 (7.9) 18 (7.4)

Parttime 21 (9.3) 21 (8.7)

Retired 108 (47.6) 117 (48.4)

Unemployed 20 (8.8) 25 (10.3)

Unable to work 52 (22.9) 53 (21.9)

Education or training 3 (1.3) 5 (2.1)

Carer 0 1 (0.4)

Missing 5 (2.2) 2 (0.8)

Living status, n (%)

Owner occupied 111 (48.9) 119 (49.2)

Rented from council or housing association 76 (33.5) 90 (37.2)

Rented from private landlord 30 (13.2) 26 (10.7)

Temporary accommodation 1 (0.4) 2 (0.8)

Other 5 (2.2) 3 (1.2)

Missing 4 (1.8) 2 (0.8)

Living alone, n (%)

Yes 115 (50.7) 127 (52.5)

No 108 (47.6) 113 (46.7)

Missing 4 (1.8) 2 (0.8)

De Jong scale, mean (SD) 3.1 (2.0) 3.4 (2.1)

LQ, lower quartile; UQ, upper quartile.
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FIGURE 3 SF-12 MCS scores at 6 months by randomised group.

TABLE 8 Means and SDs of SF-12 MCS by group and time point, and group differences over time

Usual care Intervention

Baseline, N 219 241

Mean (SD) 44.6 (11.5) 43.6 (12.4)

3 months, N 135 155

Mean (SD) 44.7 (11.5) 43.6 (12.0)

Mean difference (95% CI)a – −1.27 (−3.53 to 0.99)

p-value – 0.271

6 months, N 169 180

Mean (SD) 41.9 (11.6) 42.7 (12.0)

Mean difference (95% CI) – 0.21 (−1.74 to 2.16)

p-value – 0.834

a	 Regression based on n = 289 due to missing organisation variable for ‘usual care’ group participant.

TABLE 7 Missing data for SF-12 MCS

Control (n = 222) (%) Intervention (n = 242) (%)

Baseline 3 (1.4) 1 (0.4)

3 months 87 (39.2) 87 (36.0)

6 months 53 (23.9) 62 (25.6)

All time points 3 (1.4) 1 (0.4)
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demographic categories. There was a wide range of effects by organisation (from approximately −20 to +8.5). However, 
this may be explained by some of the small sample sizes within some of the organisations.

To further investigate the impact of missingness, Table 9 presents demographic information and baseline SF-12 MCS 
scores broken down by those who did and did not provide 6-month SF-12 MCS data. The demographics look largely 
similar between groups in terms of who provided data on SF-12 MCS at 6 months. The SF-12 MCS baseline scores for 
those in the intervention group and who did not provide SF-12 MCS data at 6 months are slightly lower (in terms of the 
median and quartiles) than other subgroups. It is plausible this would be most likely to lead to an overestimate of the 
treatment effect at 6 months if those with a lower score at baseline then have missing data at 6 months (given the level 
of correlation between scores over time; ρ = 0.61).

The intraclass correlation for Organisation (from the 6-month model) was 0.054 (95% CI 0.01 to 0.26; based on n = 42 
organisations), which is slightly above the 0.05 assumed for the sample size calculation, meaning there may be some 
reduction in the preplanned power. However, given the width of the observed CIs, the apparent lack of effect (with 
respect to the p-value, at least) does not appear to be due to underpowering. For completeness, the ICC from the full 
model with repeated measures at 3 and 6 months was 0.04 (95% CI 0.01 to 0.24) for organisation and 0.54 (0.45 to 
0.62) for participants.

Organisation N (total) Mean diff (95% CI) p-value

–30.0 0.0 30.0

Favours control Favours intervention

Total

2

349

10

4 16

5 10

8 33

9 4

11 7

15 8

17 11

18 6

20 16

22 7

24 16

25 6

28 54

29 5

31 7

33 7

34 15

36 14

37 6

38 20

40 7

42 26

0.21 (–1.74 to 2.16)

0.48 (–12.56 to 13.53)

0.83

0.93

3.85 (–4.56 to 12.26) 0.36

–3.39 (–32.84 to 26.06) 0.78

–2.76 (–17.34 to 11.82) 0.66

2.06 (–13.34 to 17.46) 0.77

–14.77 (–38.45 to 8.91) 0.16

–5.96 (–19.00 to 7.07) 0.34

0.27 (–12.41 to 12.96) 0.96

–1.11 (–12.31 to 10.09) 0.83

0.32 (–16.39 to 17.03) 0.96

4.09 (–1.25 to 9.44) 0.13

–8.22 (–41.69 to 25.25) 0.49

8.54 (–10.59 to 27.67) 0.30

–16.59 (–34.85 to 1.68) 0.07

–10.26 (–22.89 to 2.37) 0.10

–0.85 (–13.55 to 11.85) 0.89

4.41 (–26.50 to 35.32) 0.71

–1.52 (–12.72 to 9.68) 0.78

1.59 (–13.61 to 16.79) 0.80

–0.34 (–12.21 to 11.54) 0.95

–19.75 (–31.67 to –7.83) 0.02

8.73 (–8.01 to 25.46) 0.26

4.66 (–4.63 to 13.94) 0.30

FIGURE 4 Forest plot of treatment effect within each organisation. Note: organisations where an estimate or CI could not be derived or was 
excessively wide (due to small sample size) are excluded.
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Secondary end points

Short Form questionnaire-12 items physical composite score
Results for the SF-12 PCS are given in Table 10. Missing data rates were similar to the rates for MCS. The results of 
the linear mixed models for SF-12 PCS at 3 and 6 months again suggest data that are compatible with no or little 
meaningful treatment effect. The model using all 3- and 6-month data gave an estimated treatment effect of 0.12 (95% 
CI −1.44 to 1.68; p = 0.880; n = 375), leading to similar conclusions regarding the lack of meaningful effect.

Characteristic
and subgroup Effect (95% CI) p-value

Total

All patients 349

Age

Sex

Highest education

Higher education

Secondary school

Male

College

White

Other

Pre/Post-COVID

Pre-COVID

Post-COVID

De Jong score

0

1

2

3

4

5

6

Ethnicity

< 65yrs 172

≥ 65yrs 172

106

N

135

106

103

325

23

121

228

48

41

45

45

57

52

49

0.21 (–1.74 to 2.16)

–0.13 (–3.58 to 3.31)

1.62 (–1.74 to 4.98)

0.95 (–3.54 to 5.43)

0.83

0.47

0.95

0.50 (–3.70 to 4.70)

2.49 (–2.05 to 7.02) 0.52

–1.53 (–5.86 to 2.80) 0.51

1.06 (–1.52 to 3.63) 0.28

–0.83 (–4.79 to 3.14) 0.36

1.89 (–4.12 to 7.90)

–1.26 (–8.45 to 5.94)

–1.03 (–6.23 to 4.17)

–2.03 (–8.19 to 4.13)

3.98 (–2.53 to 10.49)

1.55 (–4.76 to 7.87)

2.79 (–3.07 to 8.65)

0.64

1.62 (–1.58 to 4.81)

–4.44 (–15.14 to 6.26)

–10.0 0.0 10.0

Favours control Favours intervention

FIGURE 5 Forest plot of treatment effect by baseline characteristics.
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Warwick–Edinburgh Mental Well-Being Scale (short version)
The WEMWBS scores range from 7 to 35 (based on seven items scored from 1 to 5). The results at 3 and 6 months, 
as well as combined full model, suggest a small decrease in well-being for the intervention group, but the data are 
compatible with no or small (harmful or beneficial) treatment effects (Table 11).

TABLE 9 Demographics and SF-12 MCS at baseline by missingness of SF-12 MCS at 6 months

Usual care Intervention

Not missing outcome 
(n = 169) Missing outcome (n = 53)

Not missing outcome 
(n = 180)

Missing outcome 
(n = 62)

Age (years)

Median (LQ, UQ) 64.0 (49.5, 75.0) 72.0 (39.0, 79.0) 65.0 (51.0, 75.5) 62.0 (44.0, 75.0)

Gender

Female 114 (72.6%) 43 (27.4%) 129 (74.6%) 44 (25.4%)

Male 55 (78.6%) 15 (21.4%) 51 (73.9%) 18 (26.1%)

Ethnicity

White 157 (75.1%) 52 (24.9%) 168 (75.0%) 56 (25.0%)

Other 11 (78.6%) 3 (21.4%) 12 (75.0%) 4 (25.0%)

Education level

Primary school 2 (40.0%) 3 (60.0%) 2 (66.7%) 1 (33.3%)

Secondary school 63 (71.6%) 25 (28.4%) 72 (68.6%) 33 (31.4%)

College 61 (77.2%) 18 (22.8%) 45 (73.8%) 16 (26.2%)

Higher education 42 (82.4%) 9 (17.7%) 61 (85.9%) 10 (14.1%)

SF-12 MCS 45.3 (35.7, 54.1) 47.4 (41.2, 55.9) 46.0 (35.9, 53.5) 41.0 (31.8, 50.5)

TABLE 10 Means and SDs of SF-12 PCS by group and time point, and group differences over time

Usual care Intervention

Baseline, n 219 239

Mean (SD) 42.6 (13.4) 43.9 (13.6)

3 months, n 133 155

Mean (SD) 39.5 (12.7) 42.2 (12.4)

Mean difference (95% CI)a – 1.47 (−0.37 to 3.31)

p-value – 0.118

6 months, n 169 180

Mean (SD) 40.9 (13.5) 41.5 (13.3)

Mean difference (95% CI)b – −0.69 (−2.48 to 1.10)

p-value – 0.451

a	 Regression based on n = 285 due to missing data.
b	 Regression based on n = 348 due to missing data.
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TABLE 11 Means and SDs of the WEMWBS by group and time point, and group differences over time

Usual care Intervention

Baseline, n 217 239

Mean (SD) 21.1 (4.0) 21.4 (4.5)

3 months, n 129 148

Mean (SD) 21.4 (4.9) 21.8 (5.0)

Mean difference (95% CI)a – −0.18 (−1.07 to 0.70)

p-value – 0.688

6 months, n 158 175

Mean (SD) 21.0 (4.9) 21.4 (4.4)

Mean difference (95% CI)b – −0.39 (−1.14 to 0.36)

p-value – 0.310

Mixed model (n = 370)

Mean difference (95% CI) – −0.21 (−0.88 to 0.47)

p-value – 0.546

a	 Regression based on n = 275 due to missing data.
b	 Regression based on n = 331 due to missing data.

De Jong Loneliness Scale (short version)
The De Jong Loneliness Scale comprises six items, with possible scores between 0 (least lonely) and 6 (most lonely). 
Differences of a magnitude around 0.5 may be meaningful, representing a notable shift on a 6-point scale. The results 
at 6 months suggest data compatible with such a change in favour of the intervention, although the results are also 
consistent with no effect (or small harmful effect) (Table 12).

Campaign to End Loneliness measure
The Campaign to End Loneliness scale is based on three questions scored from 0 to 4, with an overall score ranging 
from 0 (least lonely) to 12 (most lonely). Differences in the order of one may be meaningful on a scale of this size, and 
the results at 3 months suggest such a difference is plausible in favour of the usual care group; however, the results are 
also compatible with no effect or a small beneficial effect (Table 13).

Duke Social Support Scale
The Duke Social Support Scale comprises 10 items scored from 1 to 3 and an overall score representing the sum of all 
items. Higher scores indicate better social support. The results from each analysis suggest data compatible with no or 
small effects of treatment (Table 14).

Collective Efficacy Network Scale
The CENS comprises 12 items scored from 1 (strongly disagree) to 5 (strongly agree), with two subscales, one 
representing network responsiveness and a second measuring access to collective efficacy. A higher score represents 
better collective efficacy. The results in each case suggest data compatible with no to small treatment effects (Table 15).

Social Provisions Scale
The Social Provisions Scale comprises 24 items scored from 1 (strongly disagree) to 4 (strongly agree), with an overall 
score based on the sum of the items. A higher score represents better perceived social provision (i.e. support from social 
relationships). The results from all models suggest data compatible with no or small effects of treatment (Table 16).
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Health economic data results

Facilitator training costs
A total of 42 facilitator training sessions were conducted: 12 in Liverpool and 30 in Southampton. Intervention-specific 
training took an average of 1.22 hours per session (range 30 minutes to 4.5 hours, accounted for by the shorter 
post-restart training sessions being online – see Chapter 2). PALS-specific training at Southampton sites was longer 
and attended by more training staff. A mean of 2.5 organisation staff (range 1–9) and 1.76 (range 1–5) training staff 

TABLE 12 Means and SDs of the De Jong Loneliness Scale by group and time point, and group differences over time

Usual care Intervention

Baseline, n 211 231

Mean (SD) 3.1 (2.0) 3.4 (2.1)

3 months, n 120 143

Mean (SD) 3.0 (2.1) 3.1 (2.0)

Mean difference (95% CI) – 0.05 (−0.29 to 0.40)

p-value – 0.765

6 months, n 153 164

Mean (SD) 3.4 (2.1) 3.2 (2.2)

Mean difference (95% CI) – −0.21 (−0.55 to 0.13)

p-value – 0.232

Mixed model (n = 442)

Mean difference (95% CI) – −0.04 (−0.2 to 0.12)

p-value – 0.620

TABLE 13 Means and SDs of the Campaign to End Loneliness scores by group and time point, and group differences over time

Usual care Intervention

Baseline, n 216 241

Mean (SD) 9.7 (3.1) 9.8 (3.1)

3 months, n 136 154

Mean (SD) 8.7 (3.9) 9.1 (3.8)

Mean difference (95% CI) – 0.34 (−0.51 to 1.19)

p-value – 0.435

6 months, n 167 180

Mean (SD) 9.1 (3.8) 9.0 (3.8)

Mean difference (95% CI) – −0.00 (−0.76 to 0.76)

p-value – 0.999

Mixed model (n = 456)

Mean difference (95% CI) – 0.08 (−0.29 to 0.46)

p-value – 0.655
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TABLE 14 Means and SDs of the Duke Social Support Scale by group and time point, and group differences over time

Usual care Intervention

Baseline, n 214 234

Mean (SD) 22.1 (4.4) 22.2 (4.4)

3 months, n 117 131

Mean (SD) 21.8 (4.6) 22.1 (4.6)

Mean difference (95% CI) – −0.21 (−0.97 to 0.55)

p-value – 0.582

6 months, n 144 152

Mean (SD) 21.6 (4.6) 22.4 (4.5)

Mean difference (95% CI) – 0.35 (−0.40 to 1.11)

p-value – 0.363

Mixed model (n = 344)

Mean difference (95% CI) – 0.25 (−0.40 to 0.89)

p-value – 0.454

TABLE 15 Means and SDs of the CENS subscales by group and time point, and group differences over time

Usual care Intervention

Network responsiveness (CENS subscale)

Baseline, n 213 233

Mean (SD) 3.47 (0.70) 3.43 (0.75)

3 months, n 131 147

Mean (SD) 3.46 (0.83) 3.35 (0.94)

Mean difference (95% CI) – 0.01 (−0.15 to 0.16)

p-value – 0.941

6 months, n 165 177

Mean (SD) 3.33 (0.86) 3.36 (0.89)

Mean difference (95% CI) – 0.02 (−0.13 to 0.16)

p-value – 0.833

Mixed model (n = 365)

Mean difference (95% CI) – 0.01 (−0.11 to 0.14)

p-value – 0.838

Access to collective efficacy (CENS subscale)

Baseline, n 217 236

Mean (SD) 3.41 (0.80) 3.30 (0.81)

3 months, n 136 150

Mean (SD) 3.35 (0.85) 3.29 (0.91)

continued
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attended across both sites. Extra training sessions were estimated for 34 Southampton organisations, with a total cost 
of £2762.86. The total training cost was £7472.23 (Table 17). The mean cost of a training session was £121.79. The 
per-participant training costs were calculated for individuals randomised to the intervention arm by recruiting site. This 
resulted in costs of £17.90 and £37.89 for Liverpool and Southampton participants, respectively.

Facilitation delivery costs
The cost of facilitator visits is presented in Table 18. One participant in the usual care group received PALS at baseline, 
resulting in a small intervention cost in this group. The duration data did not distinguish between PALS and PALS study 
delivery, so it potentially overestimates the cost of the intervention. During the study, it was not always feasible to 
deliver the intervention at 3 months; therefore, only some participants had the opportunity to complete PALS twice. 
Mean cost of PALS delivery was £15.27 at baseline and £6.22 at month 3. Visit duration and distance travelled were 
lower in month 3, resulting in a lower cost. Lower travel costs were due to PALS being delivered virtually in later stages 
of the study.

Usual care Intervention

Mean difference (95% CI) – −0.03 (−0.21 to 0.15)

p-value – 0.761

6 months, n 169 178

Mean (SD) 3.44 (0.87) 3.32 (0.87)

Mean difference (95% CI) – −0.03 (−0.19 to 0.13)

p-value – 0.705

Mixed model (n = 367)

Mean difference (95% CI) – −0.04 (−0.18 to 0.11)

p-value – 0.621

TABLE 16 Means and SDs of the Social Provisions Scale by group and time point, and group differences over time

Usual care Intervention

Baseline, n 183 195

Mean (SD) 72.9 (6.8) 73.3 (7.8)

3 months, n 110 129

Mean (SD) 75.5 (8.7) 74.7 (8.8)

Mean difference (95% CI) – −0.45 (−2.35 to 1.45)

p-value – 0.644

6 months, n 128 149

Mean (SD) 74.4 (8.6) 74.5 (9.2)

Mean difference (95% CI) – 0.12 (−1.65 to 1.89)

p-value – 0.894

Mixed model (n = 377)

Mean difference (95% CI) – −0.05 (−0.86 to 0.76)

p-value – 0.906

TABLE 15 Means and SDs of the CENS subscales by group and time point, and group differences over time (continued)
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TABLE 17 Facilitator training costs

Liverpool Southampton Total

Training sessions conducted (n) 12 30 42

Training staff total hours 27 96.75 123.75

Organisation staff total hours 58 106.75 164.75

Training staff cost (£) £513.27 £1839.22 £2352.49

Organisation staff cost (£) £972.66 £1790.20 £2762.86

Extra training session cost (£) 0 £2356.88 £2356.88

Total training cost (£) £1485.93 £5986.30 £7472.23

Mean training cost per session (£) £123.83 £120.98 £121.79

Mean training cost per participant (£) £17.90 (£1485.93/83) £37.89 (£5986.30/158) £31.01 (£7472.23/241)

TABLE 18 Facilitation costs

Baseline Month 3

Intervention Control Intervention

Duration of visit (minutes) Mean (SD) 51.8 (20.6) 90 30.1 (15.8)

n 203 1 149

Distance from facilitator’s base (miles) Mean (SD) 8.1 (12.3) 30 3.6 (8.3)

n 203 1 149

Facilitator time cost (£) Mean (SD) 14.49 (5.76) 25.20 8.43 (4.42)

Facilitator travel cost (£) Mean (SD) 3.63 (5.54) 13.5 1.64 (3.76)

Combined facilitation visit cost (£)
Mean across all participants in group

Mean (SD) 15.27 (10.49) 0.12 (2.59) 6.22 (7.09)

n 221 224 241

Total intervention costs
Table 19 presents the estimated total costs of PALS, to include both training of facilitators and PALS delivery. The total 
cost was £12,688.65. The mean intervention cost per participant was £52.65.

Resource use
Resource use questionnaire missing data was high (however, the questionnaire was unavailable for the first 20 or so 
participants). Missing data was highest at month 3 (control: 38%; intervention: 35%) and lowest at baseline (control: 6%; 
intervention: 5%). No differences were observed between groups. Table 20 presents NHS, personal and social services 

TABLE 19 Intervention costs

Intervention Controla Total

Total training cost (£) £7472.23 – £7472.23

Total facilitation cost (£) £5117.73 £38.70 £5216.43

Total intervention cost (£) £12,649.95 £38.70 £12,688.65

a	 Due to a protocol violation, one participant in the usual care received PALS at baseline. Consequently, a small intervention cost was 
applied to the usual care.
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TABLE 20 Descriptive statistics of NHS, PSS and informal care costs

Baseline Month 3 Month 6

Control Intervention Total Control Intervention Total Control Intervention Total

GP visits Total visits 304 345 649 193 225 418 228 254 482

Mean visits 1.44 1.51 1.48 1.41 1.45 1.43 1.42 1.42 1.42

Total cost (£) 11,856 13,455 25,311 7527 8775 16,302 8892 9906 18,798

Mean cost (£) 56.19 59.01 57.66 54.94 56.61 55.83 55.23 55.34 55.29

SD (£) 71.91 89.26 81.3 103.46 83.53 93.25 88.46 96.22 92.49

A&E visits Total visits 51 71 122 31 54 85 47 77 124

Mean visits 0.24 0.31 0.28 0.22 0.35 0.29 0.28 0.43 0.36

Total cost (£) 6783 9443 16,226 4123 7182 11,305 6251 10,241 16,492

Mean cost (£) 32.15 41.24 36.88 29.66 46.64 38.58 37.43 56.58 47.39

SD (£) 91.17 112.45 102.78 81.71 127.71 108.5 127.17 153.65 141.69

Nurse visits Total visits 166 231 397 178 170 348 369 168 537

Mean visits 0.8 1.01 0.91 1.29 1.1 1.19 2.25 0.95 1.58

Total cost (£) 1606.88 2236.08 3842.96 1723.04 1645.60 3368.64 3571.92 1626.24 5198.16

Mean cost (£) 7.73 9.81 8.81 12.49 10.62 11.5 21.78 9.24 15.29

SD (£) 12.83 22.8 18.72 39.23 26.29 32.98 99.56 26.76 71.94

Mental health visits Total visits 168 98 266 138 143 281 75 92 167

Mean visits 0.8 0.43 0.61 0.99 0.92 0.95 0.45 0.51 0.48

Total cost (£) 10,584 6174 16,758 8694 9009 17,703 4725 5796 10,521

Mean cost (£) 50.4 26.96 38.17 62.1 58.12 60.01 28.29 32.02 30.23

SD (£) 198.25 92.55 152.81 486.35 458.34 471.04 100.37 186.96 151.51
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Baseline Month 3 Month 6

Control Intervention Total Control Intervention Total Control Intervention Total

Prescriptions Total prescriptions 1007 1076 2083 621 656 1277 867 849 1716

Mean prescriptions 4.77 4.72 4.74 4.57 4.32 4.43 5.35 4.99 5.17

Total cost (£) 31,116.30 33,248.40 64,364.70 19,188.90 20,270.40 39,459.30 26,790.30 26,234.10 53,024.40

Mean cost (£) 147.47 145.83 146.62 141.09 133.36 137.01 165.37 154.32 159.71

SD (£) 128.31 145.25 137.22 134.49 139.8 137.13 182.25 186.21 184.09

Social worker visits Total visits 30 22 52 42 42 84 38 18 56

Mean visits 0.14 0.1 0.12 0.3 0.27 0.28 0.23 0.1 0.16

Total cost (£) 1530 1122 2652 2142 2142 4284 1938 918 2856

Mean cost (£) 7.25 4.92 6.04 15.41 13.73 14.52 11.6 5.13 8.25

SD (£) 32.96 23.91 28.61 55.48 104.33 84.76 70.96 30.15 53.87

Professional care hours Total hours 82 221 303 292 218 510 217 179 396

Mean hours 0.39 0.97 0.69 2.09 1.41 1.73 1.31 1.02 1.16

Total cost (£) 2460 6630 9090 8760 6540 15,300 6510 5370 11,880

Mean cost (£) 11.66 28.95 20.66 62.57 42.19 51.86 39.22 30.51 34.74

SD (£) 85.56 190.34 149.64 437.75 182.12 328.75 175.17 121.21 149.69

Informal care hours Total hours 582 837 1419 542 565 1107 536 927 1463

Mean hours 2.77 3.69 3.25 3.93 3.69 3.80 3.33 5.24 4.33

Total cost (£) 4778.22 6871.77 11,650 4449.82 4638.65 9088.47 4400.56 7610.67 12,011.20

Mean cost (£) 22.75 30.27 26.66 32.25 30.32 31.23 27.33 43 35.54

SD (£) 107.12 134.3 121.91 88.74 122.01 107.35 60.65 161.11 123.95

TABLE 20 Descriptive statistics of NHS, PSS and informal care costs (continued)
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(PSS) and informal care resource use and costs. There was little difference in GP visits between time points and groups. 
At each time point, participants in the intervention group had on average more A&E visits, with this difference increasing 
at month 6. At months 3 and 6, participants in the control group had on average more nurse visits, with the difference 
again increasing at month 6. There were only small differences in mental health professional contacts and prescriptions 
between groups at months 3 and 6. Social worker contacts were higher in the control group at month 6, but differences 
were minimal at other time points. Finally, paid-for and informal care showed inconsistent differences between groups 
and time points. Informal care was similar between arms, but participants in the intervention group received more 
professional care at month 6. For participants with complete activity questionnaires, the mean number of activities at 
each time point was similar (baseline mean = 2.28 and 2.34 for usual care and intervention participants, respectively), 
and increased by a small amount at 3 months in both groups (Table 21). At 6 months, there was no evidence of an uptick 
in the number of activities in either group; however, the usual care group reported activities below baseline levels. 
Longitudinal and comparative assessment is not possible due to the high proportion of missing data.

Table 22 summarises the public sector costs, which comprise the NHS and PSS costs (excluding baseline), combined 
with the intervention costs. In total, 265 (57.1%) of participants completed the NHS and PSS resource use questions 
at both time points. Across both groups, the total cost was £190,834 from a public sector perspective, with mean 
costs higher in the intervention arm compared to the control (intervention: £744.26; control: £691.84). When informal 
care and out-of-pocket activity costs are included (societal costs), mean costs remain higher in the intervention arm 
compared to the control (intervention: £652.89; control: £566.48), but this relates to substantially missing data (26.9% 
completeness of participants overall). Comparative analysis of public sector and societal costs is provided in Table 27.

Preference-based outcomes
We present data on: (1) completeness of preference-based outcomes (missing data summaries) in terms of frequency and 
percentages and (2) utility (SF-6D; Tables 23 and 24) and capability measure score (ICECAP-A) and standard deviation 
(Tables 25 and 26). The ICECAP-A was slightly more complete at each time point than the SF-12. Scores for both measures 
were similar between groups. Both scores showed a slight decrease in the mean score at each subsequent time point.

TABLE 21 Mean and SD of participant activities by group and time pointa 

Usual care Intervention

Mean (SD) number of activities at baseline 2.28 (1.61), n = 137 2.34 (1.55), n = 149

Mean (SD) number of activities at 3 months 2.38 (1.41), n = 88 2.57 (1.71), n = 100

Mean (SD) number of activities at 6 months 1.97 (1.25), n = 91 2.37 (1.66), n = 107

a	 Table reports all available cases.

TABLE 22 Descriptive statistics of costs by sector by group

Arm

Control Intervention Total

Public sector costsa (£) (3 million and 6 million) Total 84,404.70 106,429 190,834

Mean 691.84 744.26 720.13

SD 1009.81 912.55 957.07

n 122 143 265

Societal costs (complete case)b (£) (3 million and 6 million) Total 32,289.40 44,396.50 76,686

Mean 566.48 652.89 613.49

SD 470.44 601.32 545.15

n 57 68 125

a	 Includes NHS and PSS costs at 3 and 6 months (complete case) and intervention costs.
b	 Includes NHS and PSS costs, informal care and activity data at 3 and 6 months (all complete case).
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Short Form questionnaire-6 Dimensions

TABLE 23 Short Form questionnaire-6 Dimensions missing data summary: number and percentage of participants with available data

Control (n = 222) Intervention (n = 242)

Baseline 221 (99.5) 236 (97.5)

3 months 124 (55.9) 143 (59.1)

6 months 151 (68.0) 170 (70.2)

Note
Percentages were calculated out of those randomised to each group.

TABLE 24 Short Form questionnaire-6 Dimensions mean and SD of outcome measure by time point and group

Control Intervention

Baseline 0.648 (0.141) 0.650 (0.155)

3 months 0.622 (0.144) 0.636 (0.144)

6 months 0.611 (0.152) 0.623 (0.153)

QALYs 0.315 (0.069) 0.319 (0.071)

Note
Where appropriate, median and quartiles will be used instead of mean and standard deviation.

ICEpop CAPability measure for Adults and years of full and sufficient capability

TABLE 25 ICEpop CAPability measure for Adults missing data summary: number and percentage of participants with available data

Control (n = 222) Intervention (n = 242)

Baseline 219 (98.6) 239 (98.8)

3 months 135 (60.8) 150 (62.0)

6 months 165 (74.3) 177 (73.1)

All time points 115 (51.8) 135 (55.8)

Note
Percentages were calculated out of those randomised to each group.

TABLE 26 ICEpop CAPability measure for Adults: mean and SD of outcome measure by time point and group

Control Intervention

Baseline 0.714 (0.194) 0.709 (0.216)

3 months 0.678 (0.219) 0.712 (0.230)

6 months 0.672 (0.216) 0.686 (0.244)

YFC 0.348 (0.097) 0.360 (0.109)
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Comparative analysis of economic outcomes and costs
We report incremental and mean differences in QALYs, YFC and YSC to three decimal places or the first significant 
figures because of small numbers. Table 27 presents the total and incremental QALYs, YSC and YFC, costs and NMB 
associated with the intervention associated with the public sector services perspective.

Analysis of quality-adjusted life-years
After adjustment for clustering by organisation, there was a negligible 0.002 (95% CI −0.012 to 0.007) difference in 
QALYs. This was not significant.

Analysis of years of sufficient capability and years of full capability
Similar to the result for QALYs, there were negligible and non-significant differences in both YSC and YFC. Outcomes 
were even closer to zero after adjustment.

Analysis of costs
After adjustment for clustering by organisation the incremental cost was £88.96, which favours usual care but is a non-
significant result (95% CI −£132.52 to £310.45).

Primary economic analysis: complete case
Analysis of NMB was undertaken for 214 participants (46.1%) who contributed both QALY and cost data for the 
primary analysis of public sector costs.

After adjustment for clustering by organisation, the incremental net monetary benefit (iNMB) (intervention vs. usual 
care) was −£443.72 (95% CI −£1060.38 to 172.93). This negative sign on iNMB for the intervention favours usual care, 
but the CI overlaps zero, showing that this is non-significant. To consider decision uncertainty as the threshold value of 
the willingness-to-pay (WTP) threshold varies, we additionally present iNMB plots (Figure 6). As seen in Figure 6, iNMB 
was just below zero at lower threshold WTP values, and positive thereafter. The fact that the iNMB tracks zero but is 
below the line suggests that the results for PALS are fairly equivocal to usual care, albeit slightly less preferred. As can 
be seen by the upper and lower bounds for the iNMB 95% CIs, there is a high degree of uncertainty surrounding the 

TABLE 27 Quality-of-life and well-being capability tariff scores, QALYs, YSC and YFC and costs

Measure (control, 
n; intervention, n)

Mean (SD) 
score

Intervention 
arm

Mean difference 
(95% CI) Adjusted for baseline level 

(QALYs only) and organisation 
random effectsa

Multiple imputation and 
adjusted for baseline and 
organisation random effectsbUsual care Unadjusted

QALYs (95,119) 0.315 
(0.069)

0.319 (0.071) 0.004 (−0.015 to 
0.022)

0.002 (−0.012 to 0.007) −0.028 (−0.054 to −0.001)

YSC (115,135) 0.389 
(0.010)

0.399 (0.009) 0.010 (−0.017 to 
0.036)

−0.00007 (−0.013 to 0.0135) NR

YFC (115,135) 0.348 
(0.097)

0.360 (0.109) 0.012 (−0.014 to 
0.038)

0.002 (−0.011 to 0.015) NR

Public sector cost 
(£185,195)

691.84 
(1009.81)

744.26 (912.55) 52.42 (−178 to 
283.08)

£88.96 (95% −£132.52 to 
£310.45)

382.07 (−72.33 to 836.48)

NMB (£95,119) 8961.87 
(2326.10)

8815.95 
(2711.37)

−145.92 
(−845.11 to 
553.26)

−£443.72 (95% CI −£1060.38 to 
172.93)

−5515 (−9980.40 to 
−1051.26)

a	 Output reports CI (parametric) from a mixed model which is adjusted for baseline level and with a random-effects term for organisation.
b	 Multiply imputed results are based on 50 imputed data sets, using predictive mean matching (knn = 5) and for an imputation model 

congenial to the analysis model, but with the addition of age as an auxiliary variable.
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results, and this uncertainty increases at higher threshold values of the WTP threshold. This is anticipated as a higher 
WTP threshold will weight changes in QALYs more, magnifying the uncertainty.

To examine the uncertainty in the results, a CEAC (Figure 7) was created. The CEAC is upward sloping but levels off at 
higher WTP thresholds. At thresholds of £20,000 and £30,000 per QALY, the probabilities that PALS is cost-effective 
are 34.5% and 39.85%, respectively.

Secondary economic analysis: considering the effect on capability well-being
Negligible (very close to zero) and non-significant differences in incremental YFC and YSC coupled with very 
small differences in costs mean that the calculation of a cost per extra year of full/satisfactory capability would 
be uninformative.
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Secondary analysis: using multiply imputed data
With multiply imputed data, we found the uncertainty in iNMB remains wide, allowing for both positive and negative 
values, and is increasing as the WTP threshold increases (Figure 8). In contrast to the complete case analysis, Figure 9 
shows the probability that PALS is cost-effective is now 58.4% and 60.2% at the respective £20k and £30k thresholds.

Findings

To our knowledge, this is the first economic evaluation of a social network mapping intervention in the community 
setting alongside a full trial (although previous economic evaluations of similar trials have been undertaken34). We 
found no compelling evidence to suggest that PALS is more cost-effective when compared to usual care. A limitation 
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of our study was missing data: NMB was between 41.1% and 49.0% complete in the usual care and intervention arm, 
respectively. Examination of patterns and mechanisms of missingness did not identify sources of systematic bias, which 
lends support to the complete case analysis but does not preclude the possibility that there might be unmeasured 
predictor variables introducing bias, especially as within-trial processes for establishing reasons for missingness were 
inconsistent. Both the complete case and multiply imputed analyses reveal a high degree of imprecision, indicated by 
the wide CIs on NMBs. Owing to even more extensive missing data in societal cost categories, we did not explore an 
incremental analysis of societal costs. The intervention was relatively inexpensive to deliver at £52.65 per participant. 
As there was no evidence of a difference in costs or QoL or capability well-being scores, extrapolation of these results 
to a longer-term horizon is not indicated.
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Chapter 4 Profiling the optimal factors that prepare 
a community context for implementation, and 
sustainability, of a network intervention for loneliness

Aims and objectives

A process evaluation was conducted concurrently to understand the individual, organisational and environmental 
factors that inhibit or promote the engagement, workability, integration and sustainability of the PALS intervention for 
addressing loneliness in open (i.e. community) settings.

The process evaluation examined:

•	 whether settings affect pre-implementation arrangements, intervention delivery, outcomes and scalability
•	 whether the PALS intervention was implemented as planned; how it was incorporated into the everyday practices of 

the organisation; and how it impacted on, and was integrated into, the organisation’s capacity, practice and policies 
and to provide options for people who are lonely/socially isolated

•	 how the PALS intervention produced outcomes.

Methods

A mixed-methods approach combined observations, interviews and documentary analysis of relevant documents to 
capture the process of introducing, engaging and delivering the PALS intervention. Initially, data collection focused 
on the pre-implementation arrangements relevant to the introduction of the intervention. This included the process 
of planning how the intervention was best able to fit the everyday routines of the organisation, engagement with the 
study and developing a picture of the organisation’s context, capacity and readiness to deliver PALS. Subsequently, the 
implementation of the intervention was explored, focusing particularly on how it was integrated into, and subsequently 
impacted on, everyday practices of each organisation.

Theoretical approach
Concepts from the Consolidated Framework for Implementation Research (CFIR) were used to guide the identification 
of factors promoting or inhibiting pre-implementation arrangements,92 incorporation and integration of the intervention 
in the participating organisational settings (see Appendix 6 for more details on the CFIR). A typology of third sector 
organisations93 was used in conjunction with the CFIR to illuminate the nature of partners’ contexts. The pre-
implementation work resulted in adaptations to the typology of third sector organisations that was used to inform the 
examination of contextual sensitivities in the implementation process. Details of the adapted typology of community 
contexts can be found in the results section (Table 28).

Data collection
Observations were made of collaborating organisations between October 2018 and February 2022. This included the 
introductory meetings with representatives of the organisations, the facilitator training sessions, follow-up meetings 
and site visits between the partner organisation and the PALS team. Field notes were recorded in situ and a reflective 
journal maintained after each event. All in-person observations took place during the pre-pause phase of the study.

Interviews (1 : 1 interview and focus groups) were conducted with key organisation stakeholders (managers and 
facilitators) in both the pre-implementation and implementation stages. All partner organisations were invited to a 
1 : 1 interview; these were conducted either in person or via the telephone/video call (determined by the interviewee’s 
preference and the restrictions in place due to COVID-19). Three facilitators were asked to participate in an online 
focus group at the end of the study. All interviews loosely followed an interview guide that was developed with 



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

43

consideration of the theoretical approach taken, and were audio-recorded and fully transcribed. In addition, reflexive 
notes were taken directly after each interview by the researcher leading the interview. In total, 14 1 : 1 interviews were 
conducted in the pre-implementation stage with representatives from 11 organisations, and 19 1 : 1 interviews were 
conducted in the implementation stage with representatives from 12 organisations. One focus group was conducted 
with three facilitators who were also members of the research team.

To help facilitate and plan implementation, documents such as the study protocol and training material were collected. 
Local health and well-being reports and strategies were collected to understand the broader political landscape, and 
leaflets and materials produced by the partnering organisations were also collected to help understanding of the 
organisational context.

Data analysis
Data management was undertaken using the qualitative data analysis software NVivo (QSR International, Warrington, 
UK). Layder’s adaptive theory94 informed the approach to data analysis through a process of constant comparison, 
starting with familiarisation, then coding (inductively and deductively) and interpretation. Deductive coding drew upon 
the CFIR. Themes were compared within and across cases (organisations), with attention being paid to difference and 
the reasons for this. Analysis was led by one researcher who collaborated with the team to sense-check and interpret 
the data.

Process evaluation results

The following section outlines the process of implementation across the different settings (typologies). The focus is on 
understanding the unique aspects of each setting in order to explore how to prepare the context for implementation 
(the pre-implementation phase) and how implementation differed across the three typologies. Data are drawn from 

TABLE 28 Organisation typologies and characteristics

Typology N Characteristics
Pre-implementation 
arrangements

Example 
organisations

Type 1: 
fully profes-
sionalised 
organisations

14 The leading characteristics of these organisations are the formal 
hierarchical structure and large, paid workforce. Of all the 
community partners, these organisations were competitive and 
entrepreneurial in nature. The organisations’ security comes 
from holding long-term and repeated contracts with government 
departments and local health and well-being authorities. Fully 
professionalised partners often provide a service for a specific 
identified need, following a service user being referred into the 
organisation

The key pre-implementation 
arrangements involved 
understanding the intervention’s 
‘unique selling point’ (i.e. relative 
advantage) and the service user 
needs, and securing leadership 
engagement and multilevel 
support across the organisation

NHS Trusts, fire 
and police ser-
vices, primary 
care providers 
and housing 
associations

Type 2: 
aspirational 
community, 
voluntary 
and social 
enterprise

26 These partners were characterised by a small-to-medium 
paid workforce that had an element of formal structure. The 
aspirational community partners held contracts for services with 
local health and well-being authorities, and/or their services 
were funded by grants. Crucially, these partners were also reliant 
(to different degrees) on voluntary income as well as volunteer 
involvement. The organisations, as indicated in the name, were 
aspirational in their growth, and as such were entrepreneurial 
in nature as they sought to expand and grow their service 
deliveries

These organisations had grown 
beyond their founding need or 
purpose but continue to operate 
in accordance to, or at least be 
mindful of, their founding values 
and ethos. Understanding these 
values and how to work within 
them is an important pre- 
implementation activity

Franchises of 
national chari-
ties, regionally 
based social 
enterprises 
and community 
interest 
companies

Type 3: non- 
profes-
sionalised 
community- 
based groups

4 These informal groups are embedded within the local community 
in which they are based. They offer activities which are not 
eligible for funding and rely heavily on voluntary donations 
and volunteers. These groups emphasise acceptance, promote 
community cohesion and are a site of sociability and often 
solidarity

The networking and outreach 
work performed led to a referral, 
often to a well-connected, locally 
situated individual who would 
become the implementation 
champion in these groups and 
negotiate entry with leaders 
(often religious leaders)

Faith or  
community- 
based groups
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the interviews, observations and documents collected. The letters I, O and D are used to label the data excerpts from 
interviews, observations and documents, respectively, and the partner (P) numbered in correspondence to Appendix 7 
(organisation typologies). Parts of this section are reproduced from Ellis et al. (2020) and Ellis et al. (2022).55,95

The development of an organisational typology
The organisational contexts in which the study was implemented differed across community partners in terms of 
their size, structure and workforce. These variations influenced both the pre-implementation work required and 
the implementation process. Understanding the range of organisations was relevant to constructing the necessary 
conditions for implementation and future sustainability potential. To better portray the nuances between partner 
contexts and the complexities experienced when implementing in open systems like community contexts, a typology 
of community organisations was developed (Table 28). The typology is best seen as a continuum in which organisations 
had more or fewer features relevant to three factors influencing implementation: ‘service user needs’, ‘workforce’ 
and ‘organisational structure’. The term ‘service user’ refers to the individuals who were accessing support from the 
community partner. To address factors relevant to implementation, we explored the needs of people, specifically in 
order to understand the nature and experience of loneliness and social isolation. The ‘workforce’ refers to the paid 
and unpaid personnel who support the service users and ‘organisational structure’ to the culture and capacity of the 
partners. All three factors were relevant to implementation in each of the organisations, but in different ways.

Fully professionalised organisations

Pre-implementation arrangements
Fourteen partner organisations were defined as fully professionalised organisations (hereon in referred to as ‘fully 
professionalised’). On average, the time taken from first contact with the organisation to first participant recruited into 
the study was 7.45 months (SD 4.5 months). During this time, the organisation was undertaking preparations for the 
implementation of the intervention.

For fully professionalised partners, a hierarchical structure meant first approaching management to facilitate initial 
buy-in, which for the study team meant developing an initial understanding of the division of labour of the workforce 
and what influences were relevant to be able to engage with uptake and implementation of the initiative. As these 
partners were reliant upon government contracts, they appeared to be influenced by the political landscape. This meant 
that where there was alignment between the ‘unique selling point’ (i.e. the relative advantage) of the intervention and 
the existing political agenda, buy-in from management was easier to secure. This was particularly the case when leaders 
saw the intervention as an advantage because it fulfilled a strategic objective:

I think also we have the added complication that we are very politically swayed depending on what government is 
in at that particular time and what initiatives they’re going to be setting up and how that impacts on us as a housing 
association, and I think as such we’ve had a very changing corporate strategy.

I: P8

Subsequent to leadership buy-in, pre-implementation engagement activities needed to extend to individuals who would 
be directly overseeing the implementation. In fully professionalised organisations, these individuals were often excluded 
from the early engagement conversations. This potentially had a negative effect on the pre-implementation context as 
these individuals held valuable insights into how work is done in these contexts, and where need should be prioritised.

This is benefiting the service, but they [the potential facilitators] see people with real difficult psychological problems who 
are in immediate threat, there’s safeguarding and real difficult stuff. Loneliness is important, and I’m not saying it isn’t, but 
is it of the same standard. Can I justify their time?

I: P5

Thus, engaging all levels of the workforce was key in creating the optimal pre-implementation context in fully 
professionalised organisations. Nonetheless, this required pliability on behalf of the context and research team in order 
to be optimised across organisations. Through a process of monitoring and reflection on behalf of the PALS team, the 
need to secure multilevel buy-in became an early priority for the team (i.e. rather than assume it would be secured 
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internally). This was solved by the introduction of the pre-training and post-training meetings, as outlined in Chapter 3, 
which helped engage the whole workforce as quickly as possible to arrange the division of labour. These meetings were 
introduced for all typologies but were especially useful for the fully professionalised partners where the workforce was 
larger, and there was more of a risk of disconnect between leaders and those overseeing/working on the project.

Third and finally, understanding how the organisations operated was important in order to act on the pre-
implementation work. Fully professionalised organisations were most ‘business-like’ in their operation, with clear timely 
objectives driving the workforce; this often meant the pace of the work was the fastest of all the community typologies. 
Thus, when the optimal pre-implementation context was created, the study team had to be ready to act.

. . . it is a changing picture, when we say ‘go’ you go or you’ve missed it.
I: P8

Therefore, any delay on behalf of the study team could risk the window of implementation readiness closing. This was 
experienced when ethical administration approval was delayed, causing some moments of readiness to be missed, and 
as a result some of the pre-implementation work had to be repeated (i.e. the training of facilitators).

Implementation arrangements
Given the pre-implementation contexts outlined above, the fully professionalised partners often considered that the 
implementation of the PALS intervention offered an additional service to their service users. Service users were often in 
contact with the partners for a discrete period, for a specific issue.

I guess the feeling of being in those services actually I guess there was a need, it felt like people wanted more support than 
just the service, they wanted to connect and perhaps were feeling isolated.

I: P1

However, the nature of the business carried out by the fully professionalised partners meant there was typically less 
alignment or fit between the intervention and the everyday work of these organisations. As such, only five (35.7%) were 
able to facilitate the intervention themselves, requiring the study team to take on the whole intervention facilitation for 
five organisations and jointly facilitate with the four (28.5%) remaining organisations.

In order to support the fully professionalised partners with implementation, a process of (re)socialisation was required. 
(Re)socialisation included, but was not limited to, intervention-specific training but also changes to work practice, in 
the case of the bureaucratic organisation, into more dynamic work practices that would facilitate implementation. 
Finding flexibility in the context and ways of working, coupled with flexibility from the study team, helped embed the 
intervention work.

It felt like we probably put in quite a lot of my time but actually not many people were recruited, so I think that was when 
we had that meeting review, put our heads together and came up with a different plan [ . . . ] three or four of us went 
to the group and we just used to sit there and chat to people about the research which turned into a real success and 
then I guess we changed the plan really which was to look at areas where there’s big groups of people so it was more 
time effective.

I: P1

However, of all the types of organisations, these partners were the most resource-rich, and this supported 
implementation. Most notably, the dedicated human resource that was available for the study.

[Female] going on mat [maternity] leave in June, but as we were leaving the office we were introduced to [Male] who will 
replace [Female] as the facilitator. PALS had already been written into his objectives for the next quarter.

I: P8

Given the extensive reach of fully professionalised partners, and the characteristic that their service users were 
typically more able to engage with the intervention, fully professionalised organisations were generally able to access 
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larger quantities of potential participants than other organisations (with an average of 14 participants per organisation 
compared to a study average of 10 per organisation). However, the cultural misalignment (in the work required for 
implementation and the work of these organisations) brings into question the sustainability potential of these partners. 
This was further exacerbated following the outbreak of the COVID-19 pandemic, when of the 14 fully professionalised 
organisations only two were able to continue with the study due to the increased service demand and client need. 
Many organisations used capacity and resources to change the delivery of their service to meet the service user need.

Lots of new volunteers were recruited and their roles were mainly to do food shops and make calls to lonely and isolated 
people. Clients without a befriender (mainly people on the waiting list) were connected with a volunteer who made weekly 
check-in calls. However, when COVID restrictions were lifted lots of the volunteers went back to work and stopped making 
their weekly phone calls.

I: P12

The social isolation has been immense during COVID. Many of our clients haven’t left the house for over 2 years and they 
are still worried about the virus. Getting them to start thinking about leaving the house and going out into the world again 
is really hard. We’ve seen depression and anxiety really rise.

I: P12

Aspirational community, voluntary and social enterprises

Pre-implementation arrangements
Twenty-six community partners were categorised as aspirational community, voluntary and social enterprises (hereon in 
referred to as ‘aspirational community partners’). The time taken to recruit an aspirational community partner into the 
study was on average 3.74 months (SD 5.69).

Aspirational community partners were often founded in response to an identified need or to fulfil a specific purpose, 
and had gone on to grow beyond their original purpose but were able to continue to operate in accordance with 
their founding values and ethos. Understanding these values, and how to work within them, was an important pre-
implementation activity for the study team, especially in securing leadership buy-in.

An additional part of securing leadership buy-in was to understand the advantage the intervention offered the 
organisation. The existence of many of these partners was precarious; aspirational community partners held shorter-
term contracts and, as such, they often reported being in a constant cycle of applying for funding to ensure their 
survival. Therefore, participating in the study (and specifically the RCT element of the study) was appealing to these 
organisations, especially where they felt there was alignment between the intervention and the everyday work of 
the organisation. The evaluation was viewed as something that could provide evidence of their everyday work and 
potentially contribute towards the funding applications and ultimately the organisation’s survival.

[PALS is] a formalised version of what we do with people who use our service . . . I want to be able to measure the impact 
of the work, the service, I want evidence about what we do.

O: P20

Upskilling the workforce was of particular interest to aspirational community partners as their everyday work more 
closely aligned to that of the intervention, and they were more financially insecure. These organisations also had low 
resource and relied on volunteers; thus the opportunity for the workforce to receive training was seen as an advantage 
of participation. This low resource availability was the most important pre-implementation arrangement barrier to 
overcome (once buy-in had been secured and benefits of participation identified).

At the moment we’re very short-staffed, I don’t think we have the capacity in our paid staff to do it [PALS] through them.
I: P29

The limited financial, physical and human resource meant there was less flexibility, as the personnel of the small 
workforce were required to do several jobs. In response, to create the necessary pre-implementation conditions, 
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flexibility on behalf of the study team was required, particularly around undertaking the intervention facilitation for 
those who were unable to do so themselves. This was especially necessary during the post-restart phase of the study as 
the organisations were dealing with the consequences of the COVID-19 pandemic. Therefore, in summary, finding the 
most suitable division for each context was a key pre-implementation activity for these kinds of organisations.

When you’ve been to see people face to face, you’ve built up a bit of a more trusting relationship, whereas when you’re just 
the voice on the end of a phone sometimes it’s harder to do. So missing that social contact for me made recruitment more 
difficult, plus I was limited to working from home myself so I wasn’t getting out much either.

I: P23

Where our roles changed, the focus was on delivery of the groups. We were still able to do the initial recruitment but not 
the PALS facilitation. We just didn’t have the capacity within the team.

D: P26

Implementation arrangements
Implementation across the aspirational community partners was aided by the close alignment between the intervention 
work and the everyday work of the partners. The process of facilitating the intervention required good interpersonal 
skills and relational working on behalf of the facilitators. Implementation was more successful where this aligned with 
the nature of the organisation’s everyday work. This was especially so during the first stage of the intervention where 
the facilitators guided the users to map and reflect on their personal social networks, as this stage lends itself more 
favourably to the roles and individuals with experience of relational working.

My role as a link worker made the project a very natural fit into my existing role.
D: P20

We did it because it is what we do anyway, but we have the ability to go with people.
O: P21

Having this natural alignment between the intervention work and the everyday work supported successful 
implementation as it allowed the workforce, where capacity allowed, to apply their pre-existing skills to deliver the 
intervention within their ‘everyday’ workload. This also speaks to the sustainability potential of an intervention like this 
in these settings.

Despite this alignment, some of the aspirational community partners raised concerns regarding the suitability of the 
intervention for some of the service users. While aspirational community partners, like all partners, were in contact 
with people experiencing loneliness and social isolation, some service users being supported by the aspirational 
community partners had more additional needs that needed to be addressed more urgently; these included issues with 
housing, financial and health needs that meant the individual was in a state of crisis. In these instances, organisations 
felt these needs precluded them from being able to participate in the intervention designed to tackle loneliness and 
social isolation.

. . . when people are firefighting, when they are sorting out housing, food, money, it’s hard to think about the bigger stuff 
like isolation. It [intervention] is better when people are more stable.

O: P15

People may not be engaging because they are coping with housing issues, debt, drugs and alcohol, children not 
attending school.

I: P15

The service users’ needs that prevented them from engaging might also be considered contributing factors towards 
loneliness and social isolation; however, when people have multiple needs, ‘loneliness was a tiny part of the bigger 
picture’ (I: P20), and thus an intervention designed to help with loneliness and social isolation was not a priority. Where 
service users from aspirational community partners did want to engage with the intervention, which was designed to 
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connect people to local resources, the success of this was affected by the users’ socioeconomic circumstances that 
could prevent them from fully benefiting from the offering.

Some of the young people find it hard to communicate and socialise with others, money is a really big barrier so people 
don’t necessarily have the money to go and do what they want to do.

I: P15

Thus, the complex needs of service users meant the reach of aspirational community partners was, in reality, restricted 
for an intervention of this kind. The sustainability of the intervention was also brought into question as the partners 
were experiencing a rise in demand for their services coupled with an increase in service user needs, especially 
following the COVID-19 pandemic. With rising demand and increasingly complex needs, the partner organisations 
themselves could be said to be in a state of crisis where they had to raise the threshold to access support and prioritise 
their scarce resources to those deemed most in need. This perfect storm of demands placed additional strain on the 
partners’ capacity to deliver the intervention.

People used to call up because they were a little lonely and they used to send a befriender [but] now they can’t do that, 
people have to be really lonely.

I: P32

Especially [difficult] since the council and social care is changing and there is no preventative work going on.
I: P20

[Name] said that she feels like ‘they collude with statutory services because they know they will do it anyway . . . Because 
the voluntary sector have a different value base . . . because we see the face standing in front of us and we won’t turn 
them away.

I: P20

With little additional funds to support the rising demand for support and increasing complexity in service user needs, 
this, a factor of the sociopolitical context, affected implementation especially with the aspirational community partners, 
as it stretched the capacity of already overburdened organisations further.

Implementation was further affected by the precarious nature of the workforce. Volunteer involvement was an 
important and supplementary part of the workforce in aspirational community settings, and was integral to the 
running of the services aspirational community partners offered. However, this reliance made for precarious capacity 
as volunteers withdrew their labour with immediate effect, which did at times bring the implementation of PALS 
completely to a halt. The withdrawal of volunteer involvement in aspirational community partner settings was especially 
an issue following the pandemic and is reflected in the increase in facilitations the study team took on following 
the pandemic.

As [P20] develops, it is difficult for me to stay whether the organisation would or wouldn’t have capacity as this would 
depend on the various other projects that the team are working on.

D: P20

Our volunteers will worry about whether or not they could actually (a) do it and then (b) carry the commitment through.
I: P32

I don’t think it’s peculiar to [charity], it’s happened everywhere. We’ve had people retire and we haven’t been able 
to replace them, maybe it’s made people have different values as well. Some people have got older and thought ‘I’ve 
volunteered for so long, maybe it is time and I’ve got used to not volunteering’. This is what happens, you’re doing it every 
week and then you stop doing it and you think ‘do I really want to be doing that every week’, and as a volunteer they get 
that decision and they can choose.

I: P34
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Therefore the aspirational community partners’ capacity fluctuated due to a combination of increase in service user 
need and workforce turnover but also factors relating to funding whereby, as outlined above, the partners were 
in a continuous state of reapplying for funding to secure their survival. This cycle really brings into question the 
sustainability potential in these settings within the current system of commissioning and service provision, despite 
these organisations comprising the majority of the community partners working with the PALS study team.

The current funding from the housing association and Children in Need is running out. There are different funding pots 
with different timescales but no core funding to maintain sustainability.

O: P27

Non-professionalised community-based groups

Pre-implementation arrangements
Only four of the partners were categorised as a non-professionalised community-based group (hereon in referred to as 
‘community-based groups’). These partners were often faith-based organisations and/or informal activity groups that 
were embedded within the community they serve, and included church, mosque and mental health activity groups. The 
term ‘community’ here is used to refer to geographical and congregational community. Unlike other partner types, these 
partners were wholly dependent on volunteers and voluntary donations, including a nominal fee from service users to 
access the group. These partners also stayed exceptionally close to their founding values and promoted acceptance and 
inclusion among the members for whom they provided a site of sociality and solidarity.

Recruiting a community-based group required the most relational work of all the partner types, which on average took 
5.5 months, and access was often through a network referral. While the ‘way in’ to these settings appears fortuitous, 
access often arose as a result of considerable networking and relational work. Often inroads into these most informal 
settings were made indirectly through a process of engagement with members of structured organisations (i.e. local 
authorities, county councillors) and also with other partners who had a high degree of cosmopolitanism. The networking 
and outreach work performed led to a referral, often to a well-connected, locally situated individual who would become 
the implementation champion in these groups and negotiate entry with leaders (i.e. religious leaders).

I’ve now had the chance to talk with my colleagues at the church and they’re all very interested.
O: P44

The pre-implementation work for these settings was in some ways, once entry had been secured, easiest of all partner 
types. The key pre-implementation task was understanding the culture and the values of the groups, and where the 
intervention was perceived to align with these values – that is, it was deemed to be beneficial to the community – this 
led to a commitment from the leadership and strengthened the champion’s resolve to implement PALS.

[PALS is] an excellent project that could be very beneficial to our community therefore we’re at your disposal.
O: P44

The integral role of the champion in these settings cannot be overstated. However, the reliance on one individual did 
contribute towards a slow achievement of implementation readiness. Despite low resource availability and thus low 
absorptive capacity within groups, the commitment to support the community was the primary motivator, and even 
though the readiness for implementation was slower to achieve, the motivation remained.

I am like a tortoise . . . but hopefully we’ll get there in the end.
I: P42

Limited resources negatively affected community-based groups, yet these groups were most influenced by the 
commitment to serve and support their local community (both the immediate congregation and the geographical 
community). Without such devotion of a champion, however, it is reasonable to question whether readiness for 
implementation would be achievable, and this reliance went on to affect implementation sustainability.
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Implementation arrangements
Implementation in these partners’ settings was highly affected by the limited resource availability. The role of the 
champion continued to be a pivotal one; although the role was more about raising awareness than it was around 
intervention delivery, the champion kept momentum in these settings. Of the four partners, the PALS study team 
facilitated for three. Due to the extremely low human resource, the research-related task of recruitment, as well as the 
intervention task of facilitation, was performed by the study team. This brings into question the issue of sustainability. A 
further factor affecting the issue of sustainability is the reliance of these partners on few individuals (volunteers). In the 
event that the individual withdraws their support (labour) from the setting, the implementation efforts stop, and there is 
an absence of capacity to absorb this.

I was the main point of contact at the church really, for the project – there wasn’t anybody else that could do the 
recruitment and tell people about the research. So when I left there was nobody else to carry on that role unfortunately.

O: P42

Finally, due to the nature of these groups, it was found that once the intervention had been offered to the group on 
several occasions (over a short period of a couple of weeks), those who wished to access the intervention had an 
opportunity to do so; with few new members joining over time, the reach of these groups was therefore limited.

Delivering the intervention: reflections from PALS facilitators

To better understand how the intervention was delivered in practice and uncover the lessons learned from this, a focus 
group with three facilitators was conducted. In total, these facilitators (n = 3), who were part of the study team, were 
responsible for over 55% of all intervention deliveries and contributed to 20% of the joint deliveries with organisations 
(see Chapter 3, PALS facilitator training). These individuals are therefore very experienced in interpersonal working and 
the delivery of the intervention, and with their participation in up to 75% of intervention deliveries, the fidelity of the 
delivery can be assured.

How the intervention was intended to be delivered is covered in Chapter 2; what is discussed here are the reflections 
on the delivery, in order to explore how the intervention may have produced the intended outcomes. In what follows 
are two points which are considered important considerations and contributors during the intervention delivery. 
The first (‘creating a personal experience’) and the second (‘guiding steps to change’) are discussed ahead of offering 
recommendations for the intervention delivery.

Creating a personalised experience
Loneliness concerns the quality of one’s relationships (see Chapter 1). The quality of the relationships between facilitator 
and participant was an integral component in the intervention delivery. The facilitators agreed that personal qualities 
and experience of interpersonal working assisted this.

So then again, it’s very much down to the facilitator, you know, if there’s good rapport been developed with the facilitator, 
they’re can sort of start to eke out.

I: F1

The facilitators felt that a quality, personalised intervention experience was more likely to be created when delivering 
the intervention face to face and allowing the participant time and space to discuss their stories during the intervention 
delivery. Both in-person and remote (over the phone) delivery took place during the study (the latter due to the COVID-
19 pandemic restrictions). Although the facilitation was possible through both modes, it was felt that the telephone 
(remote) delivery hampered the quality of interaction and that face to face was a ‘lot richer experience’. The interaction, 
and thus intervention experience, was sufficient but the experience was boosted by in-person delivery. This was 
often because it was felt easier to build a rapport with the participant as facial expressions and body language were of 
assistance. Alongside this, skilled facilitators would also draw upon the physical surroundings (often the participants’ 
homes) to support the discussions and personalise the prompts, which helped to create a personal experience.
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As a, as a sort of a stand-alone intervention, I agree it’s far more effective to be present, to be with the person and you 
pick up on all sorts of other cues as well. Yeah. You see where they’re living. You see everything from, you know, body 
language to . . .

I: F3

Taking time to go through the intervention and allow the participant space to reflect upon the questions and prompts 
was considered helpful in the creation of a personalised experience. This helped to move the experience from being 
a more transactional conversation towards a more personal, and therapeutic, interaction. Participants experiencing 
loneliness often had complex and multiple needs, and building a rapport and creating a personal experience meant 
that the intervention delivery could be flexed to suit participants’ needs. Through a flexible, personal experience, 
participants were then better placed to be guided to change.

Feedback from participants also indicated that they benefited from the facilitated conversations as it provided an 
opportunity to think about life after restrictions were lifted and (re-)engaging with community activities.

Guiding steps to change
Following stage 1 of network mapping and reflection on relationships, stage 2 (preference questionnaire) was designed 
to encourage participants to reflect on points of interest and identify areas of support. What was found is that this was 
often too prescriptive and diluted the personal experience when participants followed the questions as they appeared 
in the online version of the intervention.

In moving the conversation from transactional to more personal, asking more guided questions, and questions informed 
by reading body language and taking clues from the physical surroundings, was found to help participants by triggering 
the imagination. Guided questions helped participants to imagine the past. When a participant became reminiscent, this 
was often a positive sign of imagining activities of enjoyment, and in many instances imagining the past helped to return 
the participant to a self – a self not experiencing loneliness.

There were certain times when there were sort of elements of reminiscence that when people started to say, you know, 
they’d start to remember what they were like before, the things that they used, you know, I used to love dancing. I used 
to love cycling, those conversations then sort of often led to really sort of excited or new sort of ideas really, because they 
remembered who they’d been before and what, really.

I: F2

Through guided questions, imagining the past helped participants to imagine a different future, and it was felt that 
through the rich conversation, participants were able to give themselves permission to do something new and different 
that might lift them from the loneliness being experienced. Once this stage was reached, participants required more 
support than the intervention in its current guise offers.

It was felt that participants would benefit at this juncture from more tailored, guided questions that would go beyond 
the prescriptive questions of the intervention. Stage 3, identification of community resources, merely illustrated 
resources in the local vicinity and asked a few questions regarding how the participant might be able to connect to 
these. What was found was that participants required more support than the intervention offer in taking the first step 
towards connecting to local resources. Often participants had complex needs and/or experienced low self-confidence 
and efficacy to be able to make the first step. From this, it was suggested that going forward with the addition of guided 
questions that would be task-oriented and directed by the participant would be beneficial in helping to create smaller, 
more manageable steps that could be put in place to work towards the end goal of connecting to a local resource.

In cases where, you know, people really want to do something and they’re finding it very, very difficult to see somebody in 
their network. Helping them or facilitating them to do that, there might be a time that the facilitator buddies them to do it 
and then. And then that is passed over to maybe a network member, helping them just for a bit more involvement.

I: F1
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However, even when participants were able to identify activities or connections they would like to pursue, often more 
practical support was required to facilitate this next step. The intervention in its current form does not offer any onward 
support beyond signposting and discussing who in the existing network may be able to assist with building connections 
(which of course may be difficult to achieve for people with small networks and those with a number of relational 
difficulties). The facilitators felt that to help momentum and boost the intervention experience, participants would 
benefit from having a follow-up call shortly after the intervention (i.e. a few days, not 3 months) and also the addition of 
a buddy, who might help support them with the first step.

Furthermore, it was found that on a number of occasions the intervention database did not identify any local resources 
for the participant to be able to connect to. This could have been due to lack of information contained within the 
database, but in many cases, it was due to a lack of assets and resources in the locality of the participant. This was 
a challenging scenario for facilitators to manage, and threatened to add to the experiences of loneliness and social 
isolation, and often local knowledge on behalf of the facilitator was able to compensate for the gaps in the database.

Recommendations for intervention delivery

In order to maximise the benefits the participants receive from the intervention, additional support and tailored 
questioning, as discussed above, are required. The following section outlines the recommendations for future 
intervention delivery based on these reflections of the experienced facilitators.

Firstly, in considering who is best to deliver the intervention and what training is required, it has been found that those 
skilled at interpersonal working, and specifically being able to build or capitalise on a good rapport, are better placed to 
facilitate this type of intervention. The latter lends itself to organisations that have close, enduring relationships with 
their clients, those whose ethos might include being a ‘good neighbour’ or a ‘buddy’. These organisations are likely to 
foster getting to know the individual well and gaining the trust and confidence of the person that will enable a richness 
in conversation that would not otherwise be achieved. Alongside this consideration, the training of facilitators needs to 
be adapted in order to upskill potential facilitators in this way of working. Training would be enhanced with more of a 
focus on creating richness in the interaction (delivery in person, allowing time and using visual clues to tailor prompts), 
and the means to recognise when it is going well and when it might become more transactional. An effective means 
of training might be through allocating more time to observing and role play in the training programme. Furthermore, 
potential facilitators are likely to benefit from knowledge of how to assist behaviour change, which is especially 
pertinent to the second part of the intervention and guiding steps to change. Training might also benefit from being 
adapted to focus on upskilling facilitators in supporting slow, steady behaviour change. Participants might also benefit 
from additional support in taking initial steps to engaging with new connections and activities, which lends itself to 
facilitators coming from organisations that can afford the time to provide this early support.

Secondly, the intervention itself requires a greater degree of flexibility than it currently offers. Conversations, 
questions and prompts could be more tailored to meet the participants’ needs, and a skilled facilitator can lead this. 
This does bring into question the formulaic, rigid nature of the questions currently embedded within the intervention. 
In its current form, it was found to be repetitive in form and to depersonalise the experience. Greater focus on the 
individual’s needs is likely to better support change. The addition of a nudge, a follow-up a few days after completion of 
the intervention, is likely to be of benefit as it lends itself to continuing to build on the rapport between facilitator and 
participant and supporting momentum.

The benefits to the participants largely came through rich interaction with the facilitators that enabled the participant 
to be heard and explore past, present and future experiences. With some alterations to training and intervention 
delivery, participants could benefit further from the intervention experience.
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Concluding remarks

The process evaluation set out to examine both the pre-implementation arrangements and the delivery of the PALS 
intervention and to explore the integration of the intervention into the everyday practices of the organisation. Our work 
highlights how this is a complex picture, where the open system of the community has settings with differing demands. 
Understanding and tailoring arrangements to create an optimal pre-implementation context has been illustrated across 
the typologies where leadership engagement and division of labour are driven by the contextual needs. Once the 
optimal context was taken into account, implementation was affected by the service user needs and the structure and 
composition of the organisational workforce.

No single context was found to possess all the facets necessary for implementation and sustainability. Fully 
professionalised organisations had the resources, stable workforce and reach required to access suitable participants 
but lacked the necessary skilled workforce required to deliver the intervention. By comparison, the aspirational 
community organisations had the skills and alignment to deliver the intervention, but – similar to the community-based 
groups, and despite enthusiasm to support service users in any way they could – suffered with chronic capacity issues 
and fought continually for their own survival. A more networked approach to implementation that connects the facets 
of reach and delivery is likely to help facilitate intervention delivery in each setting and thus support sustainability.

Finally, an overarching point that affected implementation and its possible sustainability was the sociopolitical context 
of austerity. Austerity has led to an increase in demand for support from community organisations as service users’ 
needs grow in complexity. In the context of loneliness and social isolation, the environment of austerity negatively 
affects organisational capacity in numerous and interacting ways. Of particular note was the precarious nature of 
many community organisations which, alongside providing support to individuals, are continuously seeking financial 
investment to secure their own survival. It is recognised that the lack of sustainable funding to community and 
voluntary settings contributes to widening of health inequalities.96 Similarly, in this environment our organisations faced 
increasing pressures on their ability to respond, and as such this is the key determinant as to whether an intervention 
like this could be implemented and sustained in the future.
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Chapter 5 Qualitative study with participants 
(experiences of loneliness)

Aims and objectives

In this qualitative study, we were interested in learning about the meanings attached to social loneliness to assess the 
likelihood of whether a social network intervention could bridge this gap. We asked questions about social relationships 
(including what kind of support they provided, neighbours and community, meeting new people) and spending time 
alone, and about their loneliness and whether this had changed over time. The data presented here are being submitted 
for publication.

Methods

This was a qualitative study nested within the PALS trial. Participants were selected based either on the field notes 
of the researchers who conducted baseline quantitative data collection, or on the size of their personal community 
captured in the network maps coproduced during the intervention, and also as a result of responses to the baseline 
question ‘How much does loneliness affect your life?’. We aimed to speak to participants at a range of time points 
during their 6-month participation within the trial, and to sample broadly to reflect the diverse demographic 
characteristics of participants included within the wider study.

Semistructured interview schedules were developed within the team and included experts in sociology and health 
psychology. Open, inductive questions were used to explore experiences of loneliness especially through life transitions, 
the meaning and value of connections and relationships, and participants’ experiences since receiving the intervention. 
Initially, interviews were conducted face to face from November 2019 until March 2020, after which 11 subsequent 
interviews were conducted over the telephone due to the outbreak of the COVID-19 pandemic. Informed consent was 
taken in person or collected by post (during telephone interviews).

Interviews were conducted by three researchers involved in data collection for the study (KK, LJ and TCB). All 
interviews were audio-recorded and transcribed verbatim. Field notes were completed after each interview and 
discussed with the study team. Recruitment was stopped once the researchers agreed that data saturation had 
been reached.

Data analysis
Data collection and analysis were undertaken in parallel to allow for purposive sampling based on researcher insights, 
team discussions and analytical insights, which facilitated an iterative process of analysis. Inductive thematic analysis 
methods were used, and included line-by-line coding and constant comparison.97,98 A coding manual was developed and 
refined, with codes checked against the interview data and discussed within the team to ensure trustworthiness and 
authenticity of participant experiences. All data broadly relating to experiences of loneliness, relationships with others 
and their local environment were analysed.

Qualitative study results

Participants
In total, 20 participants were interviewed, ranging from 21 to 86 years old, with a mean age of 59.7 years (SD 17.74) 
and 9 of the participants were male (45%). In response to the question, ‘How much does loneliness affect your life?’ 
interviewed participants scored an average of 7.4 (SD 1.93), with scores ranging from 2 to 10 (of a potential range of 
1–10). In addition, participants listed an average of 5.2 network members (SD 3.12).
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The interviews illuminated a number of themes, which included networks and relationships with others; the experiences 
of, and the strategies employed to live with, the experience of loneliness; readiness to participate and structural barriers 
which link with meaningful activities.

Feeling alone in the face of others: an absence of intimacy
Several aspects of loneliness linked appraisal of, and feelings about, individuals they had contact with on a daily basis. 
Contrary to popular narratives regarding the nature of loneliness, many respondents did not complain about a lack of 
people around them. They therefore felt lonely even when (or despite being) surrounded by others, highlighting the 
distinction between feelings of loneliness and isolation. Many participants described the ‘lifeline’ that key network 
members represented in their lives, although this was largely in relation to others being available to provide practical 
help and support:

Literally she does a hell of a lot for me; she does the laundry, she does my shopping, sometimes she’s cooked me dinner. I’m 
very grateful. Very grateful. Because I can’t do a lot, you know?

PT18

Ah, well she’s very good, she comes, she phones me twice a week and she ferries me to hospital appointments and dentists 
and things like that.

PT16

However, the lack of emotional connectedness meant opportunities for meaningful social interaction with others 
became limited despite physical connection, proximity to others and the availability of instrumental support. This 
emotional distance, the inability to connect, and an absence of communication presented as a source of hidden distress:

You can be in a room with a thousand people and feel lonely, I know that for a fact, you know . . . it’s about your mental 
state and how you handle all the different interactions and things, you know, and how much you worry about how you’re 
perceived and all that sort of thing, you know.

PT8

And sometimes I can be in a crowded room and feel lonely and it’s a strange one that it’s almost like you feel you can’t 
connect, particularly if you’re in a room with people that you don’t know.

PT19

. . . having no-one to talk to sometimes within the house, within the household, it means even when everybody’s around 
me I can still be lonely. It means boredom, it means anxiety, it means depression, it means wanting to hide away and 
become more and more isolated, not wanting to go out because I don’t want to interact so it’s everything.

PT9

The unavailability of emotional support or companionship from one’s immediate network required participants to 
look for connectivity further afield. The use of the internet and social media opened up opportunities to connect with 
people and groups around shared interests, as well as providing a means for communicating with others outside of the 
immediate physical environment:

Yeah, I’ve recently joined . . . my favourite band of all time was Madness. And I’ve recently joined the Madness fan group 
thing online. And then this guy asked me to be his friend and then he asked me to join all his other groups that he runs. So, 
in that sense, that’s quite good to sort of join in that. What else? Cats. I’ve got a cat lovers’ group. And black cats are the 
best sort of thing, because mine’s a black cat. So, yeah, that’s quite nice.

PT19

I mean, it’s what I call cyber social life, yes. Yes, I get enough emotional strength, I get enough emotional nourishment, if 
you know what I mean.

PT1



Qualitative study with participants (experiences of loneliness)

56

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

I interact with a lot of people online.
PT11

This was especially useful for individuals who were limited physically, for example by illness or having small children, 
which made the possibility of finding new, meaningful connections in person challenging. However, for others, using 
digital spaces to interact was something that they weren’t interested in engaging with: ‘I don’t understand this going 
online thing’ (PT6).

Loneliness as entrapment and boredom
People described loneliness as being a private sadness that happened ‘behind a closed door’. This experience was 
commonly expressed as an acute sense of dislocation from the outside world, coupled with a sense of complete and 
enduring boredom:

It’s your day-to-day not being filled the way it should be.
PT7

Bored. Bored and isolated.
PT1

I wake up and I think, it’s what I call a ‘nothing’ day, in inverted commas.
PT16

The marginalised, mundane and repetitive nature of being confined to the home was often described:

At the moment I’ve got four walls. I think I could count all the squares on every wall.
PT18

Just seeing something different. I’m not seeing the same walls or the same people all the time.
PT13

In response to feelings of boredom and alienation from others, participants reported trying to keep busy. This involved 
filling time to avoid prolonged periods at home ruminating, and attempting to find a balance between doing what one is 
able to do in such circumstances and not succumbing to it. This included for example, working within the parameters of 
the present situation – even if sometimes that meant only watching the TV or looking out of the window:

No, I need to be busy, honestly if I was sitting in my house, I’d just think in my own thoughts and it’s not healthy to do that.
PT12

Well, if you’re feeling very down then all the things that you’re sad about it all comes back doesn’t it so then you have to 
put your mind somewhere else . . . read or watch something.

PT11

And I feel very isolated. I did it this morning, I raised the door, I always do it when I come down, I raise the door and see 
how the world’s doing, what the weather’s doing.

PT16

In addition, some participants disclosed a preference for face-to-face interactions when possible:

There are, there are a number of people now that I’ve got to know over the past year, you know, just acquaintances, but 
they’re always asking after me.

PT8
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She’s someone that I met through [a friend] actually. She lives up the road from me. She’s the one that waved at me 
(laughs). And you know, because I like photography and she’s really into photography, we tend to go out on little trips to . . . 
like the other month we went and found kingfishers, so we were, you know, photographing kingfishers.

PT19

You can get off your arse and go and sit on a stool outside your front door. Somebody, even if it’s only the post-girl, is 
bound to say hello to you, you know what I mean . . .

PT8

The benefits of organising face-to-face interactions likely extend beyond the interaction itself and alleviate some of 
the boredom associated with loneliness. Specifically, the organisational aspects involved in arranging and undertaking 
in-person interactions provide additional structure and purpose to the day (i.e. getting ready, travel to and from 
destination), which break up the day in ways which digital interactions may not. Beyond these attempts to add routine 
where there was none, many described a sense that this was just how things were, and that in order to cope, they must 
just accept the situation and keep going:

Well I am, because I have to, I don’t have any choice. What can I do? Sit there and cry? I can’t do – well, I could but that’s 
not going to do me any good. I just have to keep pushing on.

PT17

No, I just think must do better. Get up and do something . . . Yeah, try and be positive, I always think. Because it’s, you 
know, a terrible world in some ways isn’t it so . . .

PT15

Engaging with meaningful social activity as a way out of the imprisonment of loneliness
Feelings of being socially isolated have been linked not only to an absence of meaningful relationships but also to 
activity,63 and the results here also highlighted that in line with the boredom experienced, largely, valued activities 
were also missing. In this respect, opportunities for accessing meaningful social activities were viewed as a potential, if 
challenging, route to participation as a way of ameliorating social isolation by respondents:

And so actually doing new groups, which is something that I think I ought to do and that I should do and it would be 
interesting, actually doing it for the first time I would really struggle with, even though I want to do it.

PT19

Just to get us open and give the men who are struggling a little bit of light, somewhere they can go where they can have a 
coffee, something to eat, have a game of snooker . . .

PT4

Readiness in terms of levels of felt stigma, personal self-worth and potential social rejection inhibit the ability to think 
about linking to new activities. In turn, this is linked to a sense of legitimacy of whether one is being judged as being of 
the appropriate social status or at the right point in the life course to be morally worthy of being lonely and engaging 
with community activities in particular social situations and settings:

I think maybe there’s a stigma attached to loneliness when you’re not elderly. I think people think, ‘Well why is she lonely?’ 
and the example of a mother with a new baby that I used earlier, people probably think, ‘Well why are they lonely?’ I think 
it’s acceptable to be old and lonely but not quite so acceptable to be younger and lonely.

PT17

You can’t go to anything that’s mainly families and children. You can’t go there (parent and child groups) on your own 
because you’re going to be judged. So I think for the man, it’s a big hurdle to cross, obviously if you’ve got a girlfriend or a 
wife that you’re going with, you both blend together, but you just sort of stick out like a sore finger, you know.

PT3
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This fed into a sense of apprehensiveness and wariness about engagement or participation with groups and activities, 
and the nagging awareness of this impacting on potential for relating to others in everyday encounters. Others lacked 
the necessary skills and confidence to attempt ameliorative steps:

So yeah, it’s a bit, like, embarrassing, humiliating, just, like, you feel a bit like a lost puppy.
PT4

Yes, to walk in somewhere on your own is really hard.
PT15

I won’t show up sort of unannounced on my own because I’m just a little bit shy even though I’m probably, you know, I will 
talk to anyone and people think that I’m extrovert, I’m really not so it would have been nice to have like a buddy that could 
come along, introduce themselves, spend several sessions with you, you get used to them and then go along to something 
that might have been designated suitable for you.

PT9

In addition, a number of structural barriers were identified as important for preventing engagement. Being able to 
physically travel to a community location was often seen as an insurmountable obstacle for some, for reasons such as ill 
health or poor mobility, lack of access to transport or simply a lack of appropriate activities or services:

Transport and lack of energy and lack of funds and, yeah, because funding for me would be a big thing.
PT9

Well, I can’t afford it [to go to groups], I’m on Universal Credit. I don’t even have my heating on, I can’t afford my heating so 
to fork out for taxis when I can’t put my heating on seems a little bit over the top.

PT17

It is frustrating because physically I would like to be able to do more but physically I can’t! It is so restrictive and it can get 
depressing at times, but I have managed that pretty well, to be fair.

PT11

Yeah, I would like to get out, yeah, but I can’t go out alone any more, I have to accept that.
PT18

These structural factors were often seen as things beyond their control that they had little power to overcome and 
change. Given the potential benefit from engaging with valued activities, there are potential missed opportunities for 
addressing loneliness which are likely to disproportionally affect those who are already most marginalised through lack 
of accessibility.
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Chapter 6 Discussion

Summary of key findings

In this study, we set out to assess the clinical and cost-effectiveness of a social network intervention implemented in 
a community context for people who were socially isolated and lonely. Acceptability to both community organisations 
and individuals was high. However, the findings from this study illustrate the barriers to, and difficulties of, delivering 
interventions in this setting. Furthermore, there was no evidence of a significant impact on participant mental health, 
physical health or other outcomes (including loneliness and isolation).

Strengths of the study

Overall, the PALS study achieved a number of objectives, and the strengths of the study will be discussed below.

Reach and recruitment through community groups of people experiencing loneliness
At the outset of the study it was, given the varied contexts and range of people experiencing loneliness, not entirely 
clear who the target population was for this type of intervention, and whether it would be possible to access and 
engage people who were isolated and lonely. We were able to deliver the recruitment to the required sample size, with 
over 650 individuals referred to the study and a total of 489 consented. We were also able to continue to successfully 
recruit appropriate participants during a global pandemic where much of the community-based work and resources 
ceased to exist (or rapidly shifted to an online context).

Our work in developing positive collaborations with so many community partners in both localities was an essential 
component in achieving the recruitment goals and illuminated the willingness, openness and positivity of community 
groups to participate in research where there is relevance to the people they are in contact with on a daily basis. Our 
initial focus in developing a process by which to engage and train organisations proved to be a valuable investment 
of time early in the project. This is relevant since we had to collaborate with many more organisations than we had 
anticipated at the outset (actively engaging with 66 organisations to collaborate with 44, compared with our initial 
assumptions that we would be able to recruit to target with approximately eight organisations). In having developed 
processes that worked at each site, we were able to quickly establish whether an organisation was appropriate and 
likely to be able to participate in the study. However, it is worth noting that our experiences of building and sustaining 
relationships with community partners required a lot of both time and investment on behalf of the study team (taking 
on average 4–5 months to set up each organisation, although this did vary considerably between organisations and 
across the study). The established links supported by institutional infrastructure and a history of collaboration between 
formal organisations such as the NHS and researchers were absent, and so costly in a wide sense when dealing with 
community groups from scratch and operating in open systems. As outlined in the process evaluation section, buy-in 
to the study was required at all levels within community organisations – from the senior management and aligning 
with the strategic vision and goals of the organisation, down to engaging the people who would be actively supporting 
recruitment or intervention facilitation ‘on the ground’ – and establishing this early on was crucial in developing a 
successful collaboration. Such arrangements are much more transient and variable than dealing with formal institutional 
structures of health and social care.

Part of the reason we did ultimately have to collaborate with many more organisations than we expected was due to 
some extent to the ability and resilience to withstand increasing pressure on the community organisations and the 
diminishing resources and capacity within the sector. A number of key organisations disappeared from view due to 
crises of funding, the rising costs of accommodation, and the ability to retain volunteers and continue with core tasks. 
Prior to the COVID-19 pandemic, the pre-implementation work for all community organisations involved enormous 
efforts at troubleshooting limited resource availability and funding sources despite the value of provision and increasing 
reliance of statutory bodies on such organisations as sources of support to vulnerable people in the community. Of the 
organisation types, fully professionalised organisations had more depth of resources than aspirational community and 
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non-professionalised community-based organisations. Following the COVID-19 pandemic, the drop in resources for all 
organisation types was catastrophic. While fully professionalised organisations remained the most resource-rich of all 
community types, their apparent ‘richness’ was only marked in relation to other organisations. In contrast, aspirational 
community organisations saw the most dramatic drop in resources and capacity, as funding declined, service user need 
increased in demand and in complexity, and the voluntary workforce they so heavily relied upon diminished. Thus, the 
implications for the project were that it meant collaborating with more organisations to ensure the necessary reach of 
the intervention and to help overcome the resource constraints through a networked approach.

Our procedures were purposely pragmatic and designed to fit within existing practices within organisations, rather than 
imposing multiple research procedures on organisations (which would have very likely made participation difficult to 
implement in practice). Our aim was to ensure we were able to retain methodological rigour while being flexible and 
responsive to the local contexts (e.g. by modifying the randomisation procedures to align with what was practically 
feasible), which in turn would inform the process evaluation about the potential scalability of an intervention such 
as this.

Understanding living with loneliness
Turning our attention to the study participants, the findings presented here highlight that adults of all ages are at 
risk of experiencing loneliness and social isolation. Although we did not observe any statistical differences between 
participant outcomes as a result of the intervention, we did identify that individuals within our study reported both 
very poor mental and physical health outcomes (as indicated by the SF12 composite scores) and poor health-related 
QoL (as indicated by the SF-6D score). Around 40% of participants in the current study reported MCS and PCS scores 
‘well below’ population benchmarks, with mean scores notably lower than ‘healthy’ population scores (0.832) and 
comparable to those of cancer patients (mean 0.632).99

Participants provided detailed descriptions of their daily lived experience, yet often feeling lonely was not simply a 
result of being alone. Our data highlighted that for these individuals, the meaning of loneliness consists of an absence of 
intimacy while being surrounded by others, feeling out of place, a lack of belonging and sense of relatedness to others, 
a daily sense of entrapment and boredom and having limited access to meaningful activities. Below we discuss issues 
around access to meaningful activities before discussing the psychological and relational aspects of loneliness.

The demographic information highlighted that a large proportion of participants were living in marginalised 
circumstances. For example, some were living in deprived areas, were not working or were on low incomes. Structural 
barriers, such as lack of local services, no access to transport and costs required to increase social contact, were 
outlined as barriers to social participation in the interviews undertaken with participants, and echoed as concerns by 
our study partners. The economic data suggested that participant activities were reasonably low across both groups 
and all time points (although there was a high level of missingness of this data). There is a strong connection between 
poverty and the risk of social isolation,100 and evidence suggests that locality-based connections and activities have to 
be very local and proximate for those who are marginalised and lack resources to be able to link to them.43 Thus, the 
likely traction, uptake and sustainability of interventions that seek to harness the power of social capital and community 
resources need to be seen in the context of the availability and sustainability of very localised community assets. This 
suggests that investment in community assets and resources (including things such as the availability of affordable and 
reliable transport) is essential in providing opportunities for those who are isolated or lonely. However, while the focus 
of this study, and the intervention, was to connect people to community-based meaningful activities, we acknowledge, 
based on our findings (the trial results, the qualitative analysis and our own reflections of the intervention delivery) 
that by itself, signposting people who are isolated and lonely to activities in their community is simply insufficient. 
The process of mapping one’s personal community is beneficial for positively disrupting an individual’s status quo 
by providing a visual representation of support and allowing for exploration of the self, important others and wider 
activities, especially when guided by a skilled facilitator.101 However, we suggest this social network mapping is not 
appropriate for everyone at every time point. There is a degree of psychological and physical readiness required before 
it is appropriate to engage with this process (i.e. both feeling ready to make a change and being in a position to actually 
do so). Previous work has highlighted a lack of focus on psychological factors and their role in loneliness.102,103 However, 
our qualitative work suggests that for those with personal apprehension about accessing external activities and 
others, addressing psychological aspects of loneliness (such as cognitions about the social self and others, and building 
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confidence and efficacy in social situations) may need to be offered prior to attempting to increase engagement. 
Additional physical support to overcome the perceived barriers (i.e. getting to activities or having a buddy to accompany 
them for the first few times) would also likely be beneficial to many individuals who have been lonely and isolated for 
some time.

Previous research exploring network processes in long-term condition management has highlighted the role of 
harnessing personal community support, which involves a process of first being able to identity who is the most 
appropriate person within their network before they are able to ask for help or support,67,104 which is most often 
practical in nature.105 The presence of efficacy within the network alone is insufficient if individuals are unaware of it 
or unable to access it to meet their need. In this case, the individuals interviewed here expressed lacking the emotional 
connections and support from those around them. Having people in close proximity was not enough to alleviate 
feelings of loneliness, and in fact may increase feelings of alienation when there is an absence of belonging with one’s 
personal community. Relational difficulties were a central theme interwoven through all the interviews and included 
both historical and current problems in both forming and maintaining emotionally satisfying relationships. We believe 
this would be an area that could benefit from further exploration and theoretical development.

The intervention used here in PALS had previously been successfully applied to long-term condition management, and 
comparison with this work highlights the differences when applying this to loneliness in open settings.106,107 Those with 
chronic illness expressed the need to reconnect with lost (through loss of employment as a result of ill health and peers) 
previously valued activities, social contacts and status as a result of developing a long-term condition.108 While some 
of the barriers to participation and cognitive rehearsal of linking to new activities were the same (e.g. lack of transport 
or material resources), there were stark differences. The most obvious one is about people experiencing loneliness 
having a sufficient sense of ontological security and emotional connectedness to muster the confidence to contemplate 
engaging with community activities. Our qualitative interviews highlighted that participants wanted to engage with 
meaningful social activities but barriers to doing so were psychological (i.e. confidence and competence) and practical 
(i.e. transport or cost). It may have been that one of the reasons for the lack of effect was that the social network model 
(GENIE) lacked sufficient workability in some respects and required simplification in others.

The social network mapping was the most successful aspect of the intervention, firstly by allowing people to readily 
engage in a process of reflection on existing networks and connections. Secondly, it allowed participants to formulate 
needs, and in this respect discussing preferences was also a valued part of the discussion. However, the database 
was found to be difficult to maintain and lacked sufficient options to be considered as a workable resource for those 
administering the network tool. It detracted from the positives of the network mapping process. The intervention in its 
current form does not offer any onward support beyond signposting and discussing who in the existing network may be 
able to assist with building connections (which as we suggest above is hampered for those with restricted connections 
and insecurities and barriers to engaging relationally and with activities). Thus, both more psychological support and 
more pragmatic support are implicated in engaging with community activities, while the usefulness of the database 
stage is questionable.

Limitations

Equality, diversity and inclusion
In working with a broad array of community partners, it was hoped that we would be able to access the spectrum of 
individuals within the population who were at risk of loneliness and isolation. However, despite our attempts to engage 
with minority groups, our final sample consisted mostly of white British and female participants. While this lack of 
ethnic diversity may reflect, to some extent, the underlying demography of the regions in which the study was situated, 
the results presented here must be interpreted accordingly. Some groups were cautious about mapping their personal 
network, and particularly in relation to who would have access to this information, which may have acted as a barrier to 
participation in some cases.

The timing of COVID-19 and associated restrictions (approximately splitting trial follow-up into thirds of pre-COVID, 
during the first lockdown and following the trial reopening) meant its impact on the trial is difficult to assess. There 
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were high levels of missing data (20–30% for most outcomes at 6 months), though methods to handle missing data 
did not change the conclusions of the trial. The impact of running and participating in a study of this nature during the 
pandemic must, however, be acknowledged. The pandemic also impacted on the study delivery; due to COVID-19, all 
contact with community organisations and participants was carried out remotely following the pandemic, including 
the delivery of the intervention. We believe the mechanisms of change for the intervention should remain the same 
even when facilitated remotely, and the delivery of this study in this way highlights that online or remote delivery 
of interventions is feasible to achieve in this group. However, facilitators felt that the participant experience of the 
intervention was perhaps not quite the same. In addition, the intervention was delivered by the research team following 
the study pause, rather than the partner organisations, due to the extraordinary demand placed upon the community 
organisations at this time. Although this was not how the study was originally intended to be delivered, and so the 
external validity of the findings around implementation may be called into question, we suggest this supports our 
overall reflections that a networked approach (i.e. bringing together different organisations and organisational capacity) 
would be the optimal approach in future initiatives. Our monitoring of participant demographics did not indicate that 
participants recruited into the study following the pandemic were particularly different from those we had recruited 
prior to the pandemic; however, it is possible that increased rates of loneliness and poor mental health experienced at 
the population level and the suspension of in-person community activities and resources may have also impacted the 
results presented here.

Finally, we would like to address the issue of the outcome measures used within the current study as a potential 
reason for the lack of evidence highlighted here. During the development of the study, we could find no evidence of 
loneliness being used as a primary outcome, and so, as a result, we opted for the widely used and well-validated SF-12 
Mental Health subscale as a proxy measure. It is of course possible that a longer follow-up of participants may have 
highlighted additional information not observed in the 6-month follow-up. However, in hindsight, and given the external 
circumstances, it is perhaps not surprising that no significant evidence of change in loneliness was observed here. 
Future studies would benefit from research exploring what constitutes a meaningful change in loneliness on existing 
scales (and perhaps the timescales over which meaningful changes occur) or indeed, developing additional measures 
of loneliness.

Future directions for research

A wide range of interventions have been shown to be potentially effective in improving the status of loneliness. This 
includes interventions oriented to improving social skills, enhancing social support, increasing opportunities for social 
contact and addressing maladaptive social cognitions. Previous work involving social skills training and provision 
of opportunities for social support and contact has demonstrated limited to mixed evidence of such interventions 
effectively combatting loneliness and social isolation,29,109 while those addressing cognitions have previously been found 
to be most effective.29

While the PALS intervention encompassed aspects of the second and third of these approaches (improving social skills 
and opportunities for social contact), we propose that a tailored package of interventions addressing the psychological, 
interpersonal and social needs of the individual would likely be most effective. This might involve, for example, a 
‘multistepped approach’ where some individuals require more intensive addressing of psychological needs initially in 
order to prepare for interventions of social support and those designed to connect them to community activities and 
resources. Given the susceptibility of organisational capacity to deliver interventions of this type, it seems clear that 
future interventions may require a dual focus on the individual coupled with a focus on the development of community 
assets and generating broader community capacity. Social prescribing may provide some capacity to establish links on 
an ongoing basis with a broad range of social interventions in local communities.110

However, the extent to which a RCT is the best methodology for this type of study must be considered. Although it 
is considered the ‘gold standard’ for obtaining evidence, we suggest that interventions addressing psychosocial issues 
such as loneliness and social isolation may be evaluated in other ways to generate evidence for acceptability, feasibility 
and effectiveness. Although we were able to work pragmatically in this study (as we had set up the study to manage 
a degree of flexibility) and consequently were able to manage the demands of undertaking such a study during the 
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pandemic, the rapidly changing and unpredictable nature of research in community contexts is not best suited to the 
RCT methodology. In addition to this, although we purposely kept the inclusion criteria for the study broad – first, 
to explore the characteristics of participants and second, to avoid the possibility of treating loneliness as akin to a 
diagnostic criterion – it is an area of potential criticism for the study in terms of validity. While we retain the conviction 
that it was necessary to be inclusive in this instance, further work in potentially clarifying this would be beneficial.

Conclusions

Our findings do not provide strong evidence of the efficacy of the PALS intervention to address the complexities of 
loneliness and social isolation. Although the intervention was acceptable to participants and community organisations 
who hold the potential to deliver such an intervention, sustainability would require a networked approach between 
organisations to mitigate against the challenges found in each organisation. Future interventions for loneliness would 
likely benefit from utilising a multistep approach providing tailored psychological, relational and social components.



Additional information

64

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

Additional information

Contributions of authors

Rebecca Band (https://orcid.org/0000-0001-5403-1708) (Senior Research Fellow, Health Psychology) was the Chief 
Investigator and initiated, led and had overall responsibility for the programme.

Karina Kinsella (https://orcid.org/0000-0001-9510-1952) (Senior Research Assistant, Public Health) was lead 
researcher for the Liverpool site, overseeing organisation engagement and recruitment, qualitative interviews and 
undertaking intervention training and delivery.

Jaimie Ellis (https://orcid.org/0000-0003-0068-3318) (Senior Research Fellow, Sociology) was the lead researcher on 
the process evaluation.

Elizabeth James (https://orcid.org/0000-0001-9355-0295) (Senior Research Assistant, Health Services Research) was 
lead researcher for the Southampton site, overseeing organisation engagement and recruitment, qualitative interviews 
and undertaking intervention training and delivery.

Sandy Ciccognani (https://orcid.org/0009-0000-8064-5711) (PPI contributor) was a member of the programme 
management group providing public contributor perspectives throughout the research programme, and 
intervention delivery.

Katie Breheny (https://orcid.org/0000-0001-6886-4049) (Research Fellow, Health Economics) designed and 
conducted the embedded economic evaluation and provided data management support and drafted the economic 
evaluation results.

Rebecca Kandiyali (https://orcid.org/0000-0001-8566-9536) (Associate Professor, Health Economics) led the within 
health economics planning, analysis and write-up.

Sean Ewings (https://orcid.org/0000-0001-7214-4917) (Associate professor, Statistics) led the randomisation, 
statistical analysis plan and carried out the final analysis.

Anne Rogers (https://orcid.org/0000-0002-7231-790X) (Professor, Medical Sociology and Health Systems 
Implementation) was a member of the programme management group, helped initiate and oversee the programme, and 
co-led the process evaluation and qualitative elements.

All authors made substantial contributions to design, or acquisition of data, analysis and interpretation of data, all 
were involved in the drafting of the manuscript or revising it critically for important intellectual content, and all authors 
approved the final version to be published.

Acknowledgements

We would like to thank Dr David Culliford, Dr Ivo Vassilev, Professor Lucy Yardley, Professor Mari-Carmen Portillo and 
Dr Christian Blickem for their input into the study application and protocol.

We would also like to thank all of the organisations and participants, without whom this study would not have 
been possible.

PALS study Trial Steering Committee
Chair: Prof Karina Lovell (Professor of Mental Health, University of Manchester)

https://orcid.org/0000-0001-5403-1708
https://orcid.org/0000-0001-9510-1952
https://orcid.org/0000-0003-0068-3318
https://orcid.org/0000-0001-9355-0295
https://orcid.org/0009-0000-8064-5711
https://orcid.org/0000-0001-6886-4049
https://orcid.org/0000-0001-8566-9536
https://orcid.org/0000-0001-7214-4917
https://orcid.org/0000-0002-7231-790X


DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

65

Members:

Dr Jacqueline Birks (Senior Medical Statistician, University of Oxford)

Dr Helen Brooks (Lecturer, University of Manchester)

Dr Debora Vasconcelos e Sa (Lecturer, Anglia Ruskin University)

Professor Anne Kennedy (non-independent)

Professor Dave Pilgrim (non-independent)

Public members:

Dr Vanessa Pinfold (Research Director, The McPin Foundation)

Sandy Ciccognani (Public Contributor)

Patient data statement

The data collected here were not collected by the NHS as a part of patients’ care or treatment.

Data-sharing statement

All data requests should be submitted to the corresponding author for consideration. Access to available anonymised 
data may be granted following review. Qualitative data generated are not suitable for sharing beyond that contained 
within the report.

Ethics statement

The study received ethical approval from the South Central – Berkshire Research Ethics Committee (reference 18/
SC/0245) and from the Health Research Authority (HRA) on 27 June 2018.

Information governance statement

The University of Southampton is committed to handling all personal information in line with the UK Data Protection 
Act (2018) and the General Data Protection Regulation (EU GDPR) 2016/679. Under the Data Protection legislation, 
The University of Southampton is the Data Controller, and you can find out more about how we handle personal data, 
including how to exercise your individual rights and the contact details for our Data Protection Officer here: www.
southampton.ac.uk/isolutions/staff/data-protection-and-gdpr.page.

Disclosure of interests

Full disclosure of interests: Completed ICMJE forms for all authors, including all related interests, are available in the 
toolkit on the NIHR Journals Library report publication page at https://doi.org/10.3310/WTJH4379.

Primary conflicts of interest: None declared.

www.southampton.ac.uk/isolutions/staff/data-protection-and-gdpr.page
www.southampton.ac.uk/isolutions/staff/data-protection-and-gdpr.page
https://doi.org/10.3310/WTJH4379


References

66

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

References
1.	 Yang K, Victor C. Age and loneliness in 25 European nations. Ageing Soc 2011;31:1368–88.

2.	 Seeman TE. Health promoting effects of friends and family on health outcomes in older adults. Am J Health 
Promot 2000;14:362–70.

3.	 Victor CR, Yang K. The prevalence of loneliness among adults: a case study of the United Kingdom. J Psychol 
2012;146:85–104.

4.	 Valtorta NK, Kanaan M, Gilbody S, Ronzi S, Hanratty B. Loneliness and social isolation as risk factors for 
coronary heart disease and stroke: systematic review and meta-analysis of longitudinal observational studies. 
Heart 2016;102:1009–16.

5.	 Niedzwiedz CL, Richardson EA, Tunstall H, Shortt NK, Mitchell RJ, Pearce JR. The relationship between wealth 
and loneliness among older people across Europe: is social participation protective? Prev Med 2016;91:24–31.

6.	 Coyle CE, Dugan E. Social isolation, loneliness and health among older adults. J Aging Health 2012;24:1346–63.

7.	 Luo Y, Hawkley LC, Waite LJ, Cacioppo JT. Loneliness, health, and mortality in old age: a national longitudinal 
study. Soc Sci Med 2012;74:907–14.

8.	 Theeke LA, Mallow J. Loneliness and quality of life in chronically ill rural older adults: findings from a pilot 
study. Am J Nurs 2013;113:28–37; quiz 38.

9.	 Musich S, Wang SS, Hawkins K, Yeh CS. Homebound older adults: Prevalence, characteristics, health care 
utilization and quality of care. Geriatr Nurs 2015;36:445–50.

10.	 Shankar A, McMunn A, Banks J, Steptoe A. Loneliness, social isolation, and behavioral and biological health 
indicators in older adults. Health Psychol 2011;30:377–85.

11.	 Holt-Lunstad J, Smith TB, Layton JB. Social relationships and mortality risk: a meta-analytic review. PLOS Med 
2010;7:e1000316.

12.	 Steptoe A, Shankar A, Demakakos P, Wardle J. Social isolation, loneliness, and all-cause mortality in older men 
and women. Proc Natl Acad Sci USA 2013;110:5797–801.

13.	 Holt-Lunstad J, Smith TB, Baker M, Harris T, Stephenson D. Loneliness and social isolation as risk factors for 
mortality: a meta-analytic review. Perspect Psychol Sci 2015;10:227–37.

14.	 Perissinotto CM, Stijacic Cenzer I, Covinsky KE. Loneliness in older persons: a predictor of functional decline 
and death. Arch Intern Med 2012;172:1078–83.

15.	 Lasgaard M, Friis K, Shevlin M. ‘Where are all the lonely people?’ A population-based study of high-risk groups 
across the life span. Soc Psychiatry Psychiatr Epidemiol 2016;51:1373–84.

16.	 Victor CR, Burholt V, Martin W. Loneliness and ethnic minority elders in Great Britain: an exploratory study. J 
Cross Cult Gerontol 2012;27:65–78.

17.	 Cohen GD, Perlstein S, Chapline J, Kelly J, Firth KM, Simmens S. The impact of professionally conducted 
cultural programs on the physical health, mental health, and social functioning of older adults. Gerontologist 
2006;46:726–34.

18.	 Taube E, Kristensson J, Sandberg M, Midlov P, Jakobsson U. Loneliness and health care consumption among 
older people. Scand J Caring Sci 2015;29:435–43.

19.	 Qualter P, Rotenberg K, Barrett L, Henzi P, Barlow A, Stylianou M, Harris RA. Investigating hypervigilance for 
social threat of lonely children. J Abnorm Child Psychol 2013;41:325–38.

20.	 Kinsella S. Older People and Social Isolation: A Review of the Evidence. Wirral Council Business & Public Health 
Intelligence Team; 2015.



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

67

21.	 Portillo MC, Cowley S. Social rehabilitation in long-term conditions: learning about the process. J Adv Nurs 
2011;67:1329–40.

22.	 Victor C, Scambler S, Bond J, Bowling A. Being alone in later life: loneliness, social isolation and living alone. Rev 
Clin Gerontol 2000;10:407–17.

23.	 Pantell M, Rehkopf D, Jutte D, Syme SL, Balmes J, Adler N. Social isolation: a predictor of mortality comparable 
to traditional clinical risk factors. Am J Public Health 2013;103:2056–62.

24.	 Navarta-Sanchez MV, Senosiain Garcia JM, Riverol M, Ursua Sesma ME, Diaz de Cerio Ayesa S, Anaut Bravo S, 
et al. Factors influencing psychosocial adjustment and quality of life in Parkinson patients and informal caregiv-
ers. Qual Life Res 2016;25:1959–68.

25.	 NICE. Older People with Social Care Needs and Multiple Long-term Conditions. NICE guideline NG22. London: 
National Institute for Health and Care Excellence; 2015.

26.	 Pound P, Campbell R. Exploring the feasibility of theory synthesis: a worked example in the field of health 
related risk-taking. Soc Sci Med 2015;124:57–65.

27.	 Reblin M, Uchino BN. Social and emotional support and its implication for health. Curr Opin Psychiatry 
2008;21:201–5.

28.	 Salway S, Such E, Preston L, Booth A, Zubair M, Victor C, Raghavan R. Reducing loneliness among migrant and 
ethnic minority people: a participatory evidence synthesis. Public Health Res 2020;8:1–246.

29.	 Masi CM, Chen HY, Hawkley LC, Cacioppo JT. A meta-analysis of interventions to reduce loneliness. Pers Soc 
Psychol Rev 2011;15:219–66.

30.	 Feng X, Astell-Burt T. What types of social interactions reduce the risk of psychological distress? Fixed effects 
longitudinal analysis of a cohort of 30,271 middle-to-older aged Australians. J Affect Disord 2016;204:99–102.

31.	 NICE. Mental Well-being and Independence for Older People (QS137). London: National Institute for Health and 
Care Excellence; 2016.

32.	 Pescosolido BA. 21st Century Sociology. Thousand Oaks, California: SAGE Publications, Inc; 2007. URL: https://
sk.sagepub.com/reference/sociology (accessed 27 September 2022).

33.	 Small ML, Adler L. The role of space in the formation of social ties. Annu Rev Sociol 2019;45:111–32.

34.	 Blakeman T, Blickem C, Kennedy A, Reeves D, Bower P, Gaffney H, et al. Effect of information and telephone- 
guided access to community support for people with chronic kidney disease: randomised controlled trial. PLOS 
ONE 2014;9:e109135.

35.	 Kennedy A, Vassilev I, James E, Rogers A. Implementing a social network intervention designed to enhance and 
diversify support for people with long-term conditions. A qualitative study. Implement Sci 2016;11:27.

36.	 Reeves D, Blickem C, Vassilev I, Brooks H, Kennedy A, Richardson G, Rogers A. The contribution of social 
networks to the health and self-management of patients with long-term conditions: a longitudinal study. PLOS 
ONE 2014;9:e98340.

37.	 ONS. Mapping Loneliness During the Coronavirus Pandemic; 2021.

38.	 Groarke JM, Berry E, Graham-Wisener L, McKenna-Plumley PE, McGlinchey E, Armour C. Loneliness in the UK 
during the COVID-19 pandemic: cross-sectional results from the COVID-19 psychological wellbeing study. 
PLOS ONE 2020;15:e0239698.

39.	 Blickem C, Kennedy A, Jariwala P, Morris R, Bowen R, Vassilev I, et al. Aligning everyday life priorities with 
people’s self-management support networks: an exploration of the work and implementation of a needs-led 
telephone support system. BMC Health Serv Res 2014;14:262.

40.	 Blickem C, Blakeman T, Kennedy A, Bower P, Reeves D, Gardner C, et al. The clinical and cost-effectiveness of 
the BRinging information and guided help together (BRIGHT) intervention for the self-management support 

https://sk.sagepub.com/reference/sociology
https://sk.sagepub.com/reference/sociology


References

68

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

of people with stage 3 chronic kidney disease in primary care: study protocol for a randomized controlled trial. 
Trials 2013;14:28.

41.	 Blickem C, Kennedy A, Vassilev I, Morris R, Brooks H, Jariwala P, et al. Linking people with long-term health 
conditions to healthy community activities: development of Patient-Led Assessment for Network Support 
(PLANS). Health Expect 2013;16:e48–59.

42.	 Rogers A, Vassilev I, Sanders C, Kirk S, Chew-Graham C, Kennedy A, et al. Social networks, work and 
network-based resources for the management of long-term conditions: a framework and study protocol for 
developing self-care support. Implement Sci 2011;6:56.

43.	 Vassilev I, Rogers A, Kennedy A, Koetsenruijter J. The influence of social networks on self-management sup-
port: a metasynthesis. BMC Public Health 2014;14:719.

44.	 Schulman-Green D, Jaser S, Martin F, Alonzo A, Grey M, McCorkle R, et al. Processes of self-management in 
chronic illness. J Nurs Scholarsh 2012;44:136–44.

45.	 Koetsenruijter J, van Lieshout J, Lionis C, Portillo MC, Vassilev I, Todorova E, et al. Social support and health 
in diabetes patients: an observational study in six European countries in an era of austerity. PLOS ONE 
2015;10:e0135079.

46.	 Litwin H. Social networks and well-being: a comparison of older people in Mediterranean and non- 
Mediterranean countries. J Gerontol B Psychol Sci Soc Sci 2009;65B:599–608.

47.	 Rogers A, Vassilev I, Pumar MJJ, Todorova E, Portillo MC, Foss C, et al. Meso level influences on long term 
condition self-management: stakeholder accounts of commonalities and differences across six European 
countries. BMC Public Health 2015;15:622.

48.	 Brooks HL, Bee P, Lovell K, Rogers A. Negotiating support from relationships and resources: a longitudinal 
study examining the role of personal support networks in the management of severe and enduring mental 
health problems. BMC Psychiatry 2020;20:50.

49.	 Wellman B. The Persistence and Transformation of Community: From Neighbourhood Groups to Social Networks. 
Report to the Law Commission of Canada, Wellman Associates; 2002.

50.	 Colletta NJ, editor. Violent Conflict and the Transformation of Social Capital: Lessons from Cambodia, Rwanda, 
Guatemala, and Somalia. Washington, DC: World Bank; 2000.

51.	 Putnam RD. Bowling Alone: The Collapse and Revival of American Community. New York: Simon & Schuster; 2000.

52.	 Delanty G. Community. Routledge; 2003.

53.	 Brooks HL, Rogers A, Kapadia D, Pilgrim J, Reeves D, Vassilev I. Creature comforts: personal communities, pets 
and the work of managing a long-term condition. Chronic Illn 2013;9:87–102.

54.	 Band R, Ewings S, Cheetham-Blake T, Ellis J, Breheny K, Vassilev I, et al. Study protocol for ‘the project about 
loneliness and social networks (PALS)’: a pragmatic, randomised trial comparing a facilitated social network 
intervention (GENIE) with a wait-list control for lonely and socially isolated people. BMJ Open 2019;9:e028718.

55.	 Ellis J, Kinsella K, James E, Cheetham-Blake T, Lambrou M, Ciccognani A, et al. Examining the optimal factors 
that promote implementation and sustainability of a network intervention to alleviate loneliness in community 
contexts. Health Soc Care Community 2022;30:e4144–54.

56.	 Hampshire County Council. Social isolation and loneliness in Hampshire: a health needs assessment; 2016.

57.	 Ware J Jr, Kosinski M, Keller SD. A 12-item short-form health survey: construction of scales and preliminary 
tests of reliability and validity. Med Care 1996;34:220–33.

58.	 Dickens AP, Richards SH, Hawton A, Taylor RS, Greaves CJ, Green C, et al. An evaluation of the effectiveness 
of a community mentoring service for socially isolated older people: a controlled trial. BMC Public Health 
2011;11:218.



DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

69

59.	 Mountain GA, Hind D, Gossage-Worrall R, Walters SJ, Duncan R, Newbould L, et al. ‘Putting Life in Years’ 
(PLINY) telephone friendship groups research study: pilot randomised controlled trial. Trials 2014;15:141.

60.	 Gandhi SK, Salmon JW, Zhao SZ, Lambert BL, Gore PR, Conrad K. Psychometric evaluation of the 
12-item short-form health survey (SF-12) in osteoarthritis and rheumatoid arthritis clinical trials. Clin Ther 
2001;23:1080–98.

61.	 Vera-Villarroel P, Silva J, Celis-Atenas K, Pavez P. Evaluation of the SF-12: usefulness of the mental health scale. 
Rev Med Chil 2014;142:1275–83.

62.	 Marmot MAJ, Goldblatt P, Boyce T, McNeish D, Grady M. Fair Society, Healthy Lives: The Marmot Review. 
London; 2010.

63.	 Gierveld JDJ, Tilburg TV. A 6-item scale for overall, emotional, and social loneliness: confirmatory tests on 
survey data. Res Aging 2006;28:582–98.

64.	 Campaign to End Loneliness. Measuring Your Impact on Loneliness in Later Life; 2015. URL: https://www.
campaigntoendloneliness.org/wp-content/uploads/Loneliness-Measurement-Guidance1.pdf (accessed 4 July 
2024).

65.	 Koenig HG, Westlund RE, George LK, Hughes DC, Blazer DG, Hybels C. Abbreviating the Duke Social Support 
Index for use in chronically ill elderly individuals. Psychosomatics 1993;34:61–9.

66.	 NHS Health Scotland, University of Warwick, University of Edinburgh. Short Warwick-Edinburgh Mental Well-
Being Scale (SWEMWBS); 2008.

67.	 Band R, James E, Culliford D, Dimitrov B, Kennedy A, Rogers A, Vassilev I. Development of a measure of collec-
tive efficacy within personal networks: a complement to self-efficacy in self-management support? Patient Educ 
Couns 2019;102:1389–96.

68.	 Cutrona CE, Russell DW. The provisions of social relationships and adaptation to stress. Adv Pers Relat 
1987;1:37–67.

69.	 Broadbent E, Petrie KJ, Main J, Weinman J. The brief illness perception questionnaire. J Psychosom Res 
2006;60:631–7.

70.	 Brazier JE, Roberts J. The estimation of a preference-based measure of health from the SF-12. Med Care 
2004;42:851–9.

71.	 Al-Janabi H, Flynn TN, Coast J. Development of a self-report measure of capability well-being for adults: the 
ICECAP-A. Qual Life Res 2012;21:167–76.

72.	 Koetsenruijter J, van Lieshout J, Vassilev I, Portillo MC, Serrano M, Knutsen I, et al. Social support systems as 
determinants of self-management and quality of life of people with diabetes across Europe: study protocol for 
an observational study. Health Qual Life Outcomes 2014;12:29.

73.	 Kennedy A, Rogers A, Chew-Graham C, Blakeman T, Bowen R, Gardner C, et al. Implementation of a self- 
management support approach (WISE) across a health system: a process evaluation explaining what did and 
did not work for organisations, clinicians and patients. Implement Sci 2014;9:129.

74.	 Vassilev I, Rogers A, Blickem C, Brooks H, Kapadia D, Kennedy A, et al. Social networks, the ‘work’ and 
work force of chronic illness self-management: a survey analysis of personal communities. PLOS ONE 
2013;8:e59723.

75.	 Thoits P. Mechanisms linking social ties and support to physical and mental health. J Health Hum Behav 
2011;52:145–61.

76.	 Vassilev I, Rogers A, Sanders C, Kennedy A, Blickem C, Protheroe J, et al. Social networks, social capital and 
chronic illness self-management: a realist review. Chronic Illn 2011;7:60–86.

77.	 Cro S, Morris TP, Kahan BC, Cornelius VR, Carpenter JR. A four-step strategy for handling missing outcome 
data in randomised trials affected by a pandemic. BMC Med Res Methodol 2020;20:208.

https://www.campaigntoendloneliness.org/wp-content/uploads/Loneliness-Measurement-Guidance1.pdf
https://www.campaigntoendloneliness.org/wp-content/uploads/Loneliness-Measurement-Guidance1.pdf


References

70

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

78.	 Jakobsen JC, Gluud C, Wetterslev J, Winkel P. When and how should multiple imputation be used for 
handling missing data in randomised clinical trials – a practical guide with flowcharts. BMC Med Res Methodol 
2017;17:162.

79.	 The SF-12v2 PRO Health Survey. URL: www.qualitymetric.com (accessed 1 January 2024).

80.	 NHS England. National Cost Collection. London: NHS England; 2019/2020.

81.	 Curtis L, Burns A. Unit Costs for Health and Social Care 2020. Canterbury: PSSRU, University of Kent; 2020.

82.	 van den Berg B, Brouwer W, van Exel J, Koopmanschap M, van den Bos GAM, Rutten F. Economic valuation 
of informal care: lessons from the application of the opportunity costs and proxy good methods. Soc Sci Med 
2006;62:835–45.

83.	 HM Government. National Minimum Wage and National Living Wage Rates April 2019–March 2020; 2020.

84.	 Brazier J, Rowen D, Hanmer J. Revised SF-6D scoring programmes: a summary of improvements. PRO 
Newsletter 2008;40(Fall issue):14–5.

85.	 Flynn TN, Huynh E, Peters TJ, Al-Janabi H, Clemens S, Moody A, Coast J. Scoring the Icecap-a capability 
instrument. Estimation of a UK general population tariff. Health Econ 2015;24:258–69.

86.	 Manca A, Hawkins N, Sculpher MJ. Estimating mean QALYs in trial-based cost-effectiveness analysis: the 
importance of controlling for baseline utility. Health Econ 2005;14:487–96.

87.	 Mitchell PM, Roberts TE, Barton PM, Coast J. Assessing sufficient capability: a new approach to economic 
evaluation. Soc Sci Med 2015;139:71–9.

88.	 Kinghorn P. Using deliberative methods to establish a sufficient state of capability well-being for use in  
decision-making in the contexts of public health and social care. Soc Sci Med 2019;240:112546.

89.	 Rubin DB. Multiple Imputation for Nonresponse in Surveys. John Wiley & Sons; 2004.

90.	 Greenhalgh T, Wherton J, Papoutsi C, Lynch J, Hughes G, A’Court C, et al. Beyond adoption: a new framework 
for theorizing and evaluating nonadoption, abandonment, and challenges to the scale-up, spread, and sustaina-
bility of health and care technologies. J Med Internet Res 2017;19:e367.

91.	 Anderson R, Hardwick R. Realism and resources: towards more explanatory economic evaluation. Evaluation 
2016;22:323–41.

92.	 Damschroder LJ, Aron DC, Keith RE, Kirsh SR, Alexander JA, Lowery JC. Fostering implementation of health 
services research findings into practice: a consolidated framework for advancing implementation science. 
Implement Sci 2009;4:50.

93.	 Buckingham H. Capturing diversity: a typology of third sector organisations’ responses to contracting based on 
empirical evidence from homelessness services. J Soc Policy 2012;41:569–89.

94.	 Layder D. Sociological Practice: Linking Theory and Social Research. SAGE Publications Ltd; 1998.

95.	 Ellis J, Vassilev I, James E, Rogers A. Implementing a social network intervention: can the context for its worka-
bility be created? A quasi-ethnographic study. Implement Sci Comm 2020;1:93.

96.	 Marmot M, Allen J, Boyce T, Goldblatt P, Morrison J. Health Equity in England: The Marmot Review 10 Years On. 
The Health Foundation; 2020.

97.	 Braun V, Clarke V. Using thematic analysis in psychology. Qual Res Psychol 2006;3:77–101.

98.	 Marks D, Yardley L. Research Methods for Clinical and Health Psychology. London; 2004. URL: https://methods.
sagepub.com/book/research-methods-for-clinical-and-health-psychology (accessed 22 February 2024).

99.	 McDool E, Mukuria C, Brazier J. A comparison of the SF-6Dv2 and SF-6D UK utility values in a mixed patient 
and healthy population. PharmacoEcon 2021;39:929–40.

www.qualitymetric.com
https://methods.sagepub.com/book/research-methods-for-clinical-and-health-psychology
https://methods.sagepub.com/book/research-methods-for-clinical-and-health-psychology


DOI: 10.3310/WTJH4379� Public Health Research 2025 Vol. 13 No. 1

Copyright © 2025 Band et al. This work was produced by Band et al. under the terms of a commissioning contract issued by the Secretary of State for Health and Social Care. This is an Open  
Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use, distribution, reproduction and adaptation in any 
medium and for any purpose provided that it is properly attributed. See: https://creativecommons.org/licenses/by/4.0/. For attribution the title, original author(s), the publication source – NIHR 
Journals Library, and the DOI of the publication must be cited.

71

100.	 Eckhard J. Does poverty increase the risk of social isolation? Insights based on panel data from Germany. 
Sociol Q 2018;59:338–59.

101.	 James E, Kennedy A, Vassilev I, Ellis J, Rogers A. Mediating engagement in a social network intervention 
for people living with a long-term condition: a qualitative study of the role of facilitation. Health Expect 
2020;23:681–90.

102.	 Cacioppo S, Grippo AJ, London S, Goossens L, Cacioppo JT. Loneliness: clinical import and interventions. 
Perspect Psychol Sci 2015;10:238–49.

103.	 Cacioppo S, Bangee M, Balogh S, Cardenas-Iniguez C, Qualter P, Cacioppo JT. Loneliness and implicit atten-
tion to social threat: a high-performance electrical neuroimaging study. Cogn Neurosci 2016;7:138–59.

104.	 Vassilev I, Band R, Kennedy A, James E, Rogers A. The role of collective efficacy in long-term condition 
management: a metasynthesis. Health Soc Care Community 2019;27:e588–603.

105.	 Rogers A, Vassilev I, Kennedy A, Blickem C, Reeves D, Brooks H. Why less may be more?: A mixed methods 
study of the work and relatedness of ‘weak’ ties in supporting long term condition self- management. 
Implement Sci 2014;9:19.

106.	 Valaitis R, Cleghorn L, Vassilev I, Rogers A, Ploeg J, Kothari A, et al. A web-based social network tool (GENIE) 
for supporting self-management among high users of the health care system: feasibility and usability study. 
JMIR Form Res 2021;5:e25285.

107.	 Welch L, Orlando R, Lin SX, Vassilev I, Rogers A. Findings from a pilot randomised trial of a social network 
self-management intervention in COPD. BMC Pulm Med 2020;20:162.

108.	 Daker-White G, Sanders C, Rogers A, Vassliev I, Blickem C, Cheraghi-Sohi S. A constellation of misfor-
tune: narrative accounts of adverse life events, chronic illness, and subjective social status. SAGE Open 
2014;4:2158244014558041.

109.	 Cohen-Mansfield J, Perach R. Interventions for alleviating loneliness among older persons: a critical review. 
Am J Health Promot 2015;29:e109–25.

110.	 Blickem C, Dawson S, Kirk S, Vassilev I, Mathieson A, Harrison R, et al. What is asset-based community 
development and how might it improve the health of people with long-term conditions? A realist synthesis. 
SAGE Open 2018;8:2158244018787223.

111.	 Vassilev I, Rogers A, Kennedy A, Wensing M, Koetsenruijter J, Orlando R, et al. Social network type and 
long-term condition management support: a cross-sectional study in six European countries. PLOS ONE 
2016;11:e0161027.



Appendix 1 

72

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

Appendix 1 Background to the GENIE intervention 
development

GENIE emerged against a background of equivocal evidence about policy interventions designed to improve the 
self-management of chronic disease, which proliferated during the 1990s. While these had aspired to offer a 

patient-centred, non-clinical approach, they lacked a focus on processes (networks) and were not sensitive to the range 
of socioeconomic conditions and their implications for unequally distributed community resources.

Previous research had shown that, despite being a policy priority, these interventions were not always routinely 
adopted because of their perceived lack of relevance and a lack of effective connection with recognisable sources of 
local support. Additionally, health professionals, and in particular those in primary care, were challenged to facilitate 
resources and approaches for self-management support, which lay outside of traditional clinical settings, and their 
traditional control over symptom management and monitoring of chronic illness. At the centre of this change of 
direction, about researching the implementation of self-management policies, was the recognition that lay knowledge in 
its social context was a core consideration. The social dimension of the biopsychosocial model needed more attention 
than had accrued to date in self-management programmes. What was becoming clear in the reflections of those 
developing GENIE was that:

1.	 Lay knowledge was as important as professional knowledge and it needed to be understood and utilised in its 
everyday settings of the home and neighbourhood.

2.	 Existing self-management programmes, such as expert patient programmes, suggested a tendency for ‘the rich get-
ting richer’, leaving the challenge of those who were not prone to engage. People’s lack of motivation (the psycho-
logical emphasis in self-management to date) was a reductive account. Another possibility was that people did not 
engage because what was on offer did not make sense to them or chime with what they valued.

3.	 Generic protocols for self-management, which privileged professional knowledge, were insensitive to the particular 
daily circumstances of patients. They needed to be recast to make them biographically appropriate. This meant a 
dual focus within GENIE on both individual agency and its unique relational setting.

That recasting of a social intervention, in the light of lessons learned from research on traditional self-management, 
required a fuller theoretical understanding of situated social networks. The theoretical links for the GENIE researchers 
are summarised below:

•	 The support role of networks tends to expand in line with increasing needs from the person with the long-term 
condition and can substitute for health service utilisation.36

•	 Participation in community organisations is associated with better physical and mental health in patients with low 
incomes and prompts physical activity.45

•	 Contact with diverse groups and individuals renders more support than restricted networks.111

•	 Strong-tie relationships (e.g. partners) provide most support.
•	 Weak ties are more distributed, sporadic, and fleeting (e.g. neighbours, taxi drivers) and provide less overall support 

but are less liable to loss over time than stronger ties because they respond to limited demands and offer reciprocity 
with, rather than dependency upon, others.47

•	 Meaningful ties are not only people. They include pets, music, newspapers and access to technology (such as the TV 
and the internet).48

There was a clear line of public health research pointing to the power of social networks and relationality as a means of 
developing a more community-focused and alternative approach to well-being that transcended what type of long-
term condition a person had. Thus, GENIE incorporated the importance of social influence, social capital and cultural 
capital and the role of others. As a socially oriented approach to self-management interventions, GENIE incorporated 
assumptions from work on relationality, namely that relationships offer the possibility of support and access to 
resources, and engaging in social interaction (connectivity) is in and of itself health-enhancing or -denying. Moreover, 
relational interdependence creates the foundations of a personal system of management in a shared context, and 
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new forms of connection may be made as a means of staving off social isolation. An individualistic focus on personal 
activation or motivation alone ignores the prospects of mutual dependence and reciprocity.

The GENIE tool has been implemented in parts of the UK and in other countries. Its impact on NHS costs and patient 
outcomes had been evaluated to a limited extent prior to its use in the context of the PALS study. For example, there is 
evidence of its cost-effectiveness in terms of improvements in health and reports of QoL. Details of its evaluation can 
be found at www.nihr.ac.uk/documents/clahrcs-celebrating-10-years-of-nihr-report/12158.

www.nihr.ac.uk/documents/clahrcs-celebrating-10-years-of-nihr-report/12158
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Appendix 2 PALS intervention logic model
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Appendix 3 PALS usual care (control) group

T 
he usual care that organisations provided was categorised into four categories:

1.	 No contact – the standard provision of care could be accessed/delivered without the need for contact. For example, 
the use of a green space (n = 3).

2.	 Ad hoc contact – accessed through irregular points of contact. A frequent need exists on an ad hoc rather than on-
going basis; for example, attending a social supermarket to buy food. A person does not have to attend on a regular 
basis but they can access the service whenever they require it (n = 10).

3.	 Frequent contact for a set amount of time – accessed through scheduled points of contact. The need exists and can 
be met over a predetermined time, over a set period; for example, a 12-week healthy eating course. A person com-
mits to attending a course or group for a limited duration (n = 10).

4.	 Frequent contact for an unlimited amount of time – undefined points of contact. A regular and ongoing need that is 
not restricted to a specific time frame. For example, attending a weekly art and crafts group. A person can attend 
the class regularly for as long as the activity is run (n = 10).

The majority (n = 21) of the community organisations offered support for an unlimited amount of time; 10 organisations 
provided support for a set amount of time, and 10 provided support on an ad hoc basis. The type of care offered 
differed within each organisation but could be categorised into four broad areas:

1.	 Emotional or social – expressions of caring, empathy, trust, connection and belonging. For example, a befriending 
service or social group (n = 15).

2.	 Informational – advice, information, suggestions and referrals. For example, a drop-in information centre (n = 0).
3.	 Practical – tangible aid and service. For example, a transport service or social supermarket (n = 8).
4.	 A combination of any of the three types of support (emotional/social, informational and practical) – for example, a com-

munity centre that runs a social supermarket and offers debt advice and a weekly coffee morning or craft group 
(n = 21).

The majority (n = 21) of the community organisations offered a combination of emotional/social, informational and 
practical support; 15 organisations provided emotional or social support, and 8 provided practical support.
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Community 
organisations who 
recruited (organisation 
number linked 
to organisation 
typologies) Usual care description Usual care category Type of care provided

1 Community and mental health services for Southampton Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

2 Research centre for clinical trials into dementia and mild cognitive 
impairment and memory problems

Frequent contact for a set 
amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

3 A-level and vocational full-time courses for all abilities Frequent contact for a set 
amount of time

Practical

4 Health and well-being programmes Frequent contact for a set 
amount of time

Emotional or social

5 One-off home safety visit No contact A combination of any of the three types of support 
(emotional/social, informational and practical)

6 The organisation offers support to people in the UK and around the 
world

Frequent contact for a set 
amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

7 The organisation cares for over 700 children and young people 
each year. They deliver a comprehensive range of services including 
residential social care, health care, fostering, outreach support, 
training and education services

Frequent contact for a set 
amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

8 Affordable housing and community development support Ad hoc contact A combination of any of the three types of support 
(emotional/social, informational and practical)

9 Housing provision No contact Practical

10 A dedicated transport service for people unable to use mainstream 
public transport. It is for people of all ages, living in Southampton, 
with specially adapted vehicles that can carry wheelchairs and seated 
passengers for journeys anywhere within the Southampton City 
boundaries
Offers support to vulnerable people in the community, many of whom 
are at risk or isolated in their homes, from personal care to shopping, 
picking up prescriptions; no task is too big or too small

Ad hoc contact Practical

11 Educational courses Frequent contact for a set 
amount of time

Practical

12 The organisation helps people to stay independent by working 
with them to identify ways to do this. They offer a range of social 
group activities that encourage people to have stronger networks of 
friendship and support

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

13 A variety of support and groups to reduce loneliness and social 
isolation

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)
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continued

Community 
organisations who 
recruited (organisation 
number linked 
to organisation 
typologies) Usual care description Usual care category Type of care provided

14 A weekly lunch club led by one member of staff and other volunteers. 
Various outings throughout the year

Frequent contact for an 
unlimited amount of time

Emotional or social

15 Courses to support people to get into work Frequent contact for a set 
amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

16 Online and face-to-face health and exercise classes Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

17 Health trainers offer a 12-week programme of support around health 
and well-being; for example weight loss, anxiety and depression

Frequent contact for a set 
amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

18 A variety of paid courses; some are free for people on benefits Frequent contact for a set 
amount of time

Practical

19 IT weekly group, exercise class, swimming club Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

20 The organisation offers an extensive range of health and well-being 
activities, access to support around finances, education, housing, 
health and well-being, social isolation. During COVID- they proac-
tively engaged Irish community groups and organisations as partners. 
The project recruited over 70 volunteers delivering:
•	 practical help with shopping and prescriptions
•	 befriending: connecting beneficiaries with volunteers with similar 

interests
•	 connecting people digitally
•	 programme of activities to engage Irish and Irish Traveller people 

in prison in north west, doubly isolated in lockdown

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

21 The organisation provides personalised one-to-one support and/or 
group interventions to improve well-being

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

22 Information and support, health and well-being activities Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

23 The organisation aims to engage isolated people back into the 
community
Assists GPs by making sure people attend appointments
Self-sustaining groups run through the project, knit and natter group, 
mental health drop-in, breathe easy group for people with chronic 
obstructive pulmonary disease. There are various activities at the 
shop, which is a place of welcome where lonely people can attend. 
Volunteers will talk to people and signpost them to activities

Frequent contact for an 
unlimited amount of time

Emotional or social
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Community 
organisations who 
recruited (organisation 
number linked 
to organisation 
typologies) Usual care description Usual care category Type of care provided

24 Art therapy/group sessions Frequent contact for an 
unlimited amount of time

Emotional or social

25 Physical and emotional support for people with disabilities on Isle of 
Wight

Ad hoc contact A combination of any of the three types of support 
(emotional/social, informational and practical)

26 Art programmes Frequent contact for an 
unlimited amount of time

Emotional or social

27 Social supermarket, Weight Watchers group, social breakfast, lunch 
club, stay and play, IT courses

Ad hoc contact A combination of any of the three types of support 
(emotional/social, informational and practical)

28 Access to the food hub once a week for £12 per month Ad hoc contact Practical

29 Council-run bus service with a charge attached Ad hoc contact Practical

30 Services to enable older people to stay living independently in their 
own homes for as long as possible, with the best possible QoL

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

Through befriending, activity and friendship sessions, outings, escorts 
to appointments and much more. Activities:

•	 Befriending, outings
•	 Holidays, penfriend scheme, walking and coffee group, litter- 

picking group, singing for well-being group
•	 Lunch and learn group

•	 Fish and chip Friday group
•	 One-to-one walking service
•	 Digital communities service

31 Exercise classes Frequent contact for a set 
amount of time

Emotional or social

32 Befriending project, family support, practical and emotional support Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

33 The organisation runs supervised family contact sessions and courses 
including Early Years, a local baby group, social groups and a men’s 
club

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

34 ‘Forever Young’ group every Friday and a coffee morning Frequent contact for an 
unlimited amount of time

Emotional or social

35 Well-being support group on a Wednesday can hold 30 people Frequent contact for an 
unlimited amount of time

Emotional or social
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Community 
organisations who 
recruited (organisation 
number linked 
to organisation 
typologies) Usual care description Usual care category Type of care provided

36 The organisation offers a range of services to residents in Liverpool. 
Uniform shop offers full school uniform for parents living in depri-
vation. Food bank, wash house with washing machines and dryers. 
Pregnant/new mums living in deprivation can be supported with all 
needs associated with becoming a new mum. Activities offered: lunch 
and bingo every Thursday from 12 p.m. to 2 p.m.

Frequent contact for an 
unlimited amount of time

A combination of any of the three types of support 
(emotional/social, informational and practical)

37 Health and well-being activities: ladies’ keep fit, Slimming World 
group, bingo group, line-dancing, chair-based exercise, tai chi, 
Asperger’s/autism group. Light Bites which is a sandwich or a light 
meal and tea and coffee and raffle and bingo, luncheon club, after 
school club for children under 10

Ad hoc contact Emotional or social

38 During lockdown, provision included delivery of regular meals, packs 
of essential supplies, fresh fruit and vegetables, milk and bread along 
with packs of games and puzzles to keep people entertained during 
lockdown. Provided to residents for free
During school half-term, local children were provided with a free 
packed lunch delivered to their home

Ad hoc contact Practical

39 Art or gardening projects Ad hoc contact Emotional or social

40 Centre activities such as soft play and bingo Ad hoc contact Emotional or social

41 Park events No contact Emotional or social

42 Activity group every Thursday 10.30 a.m.–2.30 p.m. Frequent contact for an 
unlimited amount of time

Emotional or social

43 The Friendlies, Lunch Club and Coffee and Cake Frequent contact for an 
unlimited amount of time

Emotional or social

44 Attending mosque for prayer Frequent contact for an 
unlimited amount of time

Emotional or social
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Appendix 4 Organisational randomisation 
information

R 
andomisation and facilitation delivery within different organisational settings

Model Number of organisations Facilitation delivery

A 12 Organisations: 2
PALS team: 10
Joint (organisation and PALS team): 0

B 25 Organisations: 7
PALS team: 11
Joint (organisation and PALS team): 7

C 5 Organisations: 0
PALS team: 3
Joint (organisation and PALS team): 2

D 0 Organisations: 0
PALS team: 0
Joint (organisation and PALS team): 0

E 2 Organisations: 2
PALS team: 0
Joint (organisation and PALS team): 0

Total 44 Organisations: 11
PALS team: 24
Joint (organisation and PALS team): 9

Information about two miscellaneous randomisations
Both organisations had one-off or ongoing contact with participants and delivered facilitation through the organisation 
(therefore not fitting with any of the models outlined above).
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Appendix 5 Baseline characteristics of participants

Characteristic Full sample (n = 469)
Southampton 
(n = 310)

Liverpool 
(n = 159)

Pre-COVID 
(n = 319)

Post-pause 
(n = 150)

Age (years) – median (LQ, UQ) 65 (48, 76) 67 (49, 77) 61 (48, 73) 63 (43.5, 75.5) 68 (56, 76)

Missing – n (%) 10 (5.1) 4 (1.3) 6 (3.8) 7 (2.2) 3 (2.0)

Sex – n (%)

Male 139 (29.6) 91 (29.4) 48 (30.2) 91 (28.5) 48 (32.0)

Female 330 (70.4) 219 (70.7) 111 (69.8) 228 (71.5) 102 (68.0)

Ethnicity – n (%)

White 433 (92.3) 285 (91.9) 148 (93.1) 291 (91.2) 142 (94.7)

Other 30 (6.4) 18 (7.4) 7 (4.4) 19 (7.9) 8 (5.3)

Missing 6 (1.3) 2 (0.7) 4 (2.5) 6 (1.9) 0

Highest education level – n (%)

Primary school 8 (1.7) 1 (0.3) 7 (4.4) 7 (2.2) 1 (0.7)

Secondary school 193 (41.2) 124 (40.0) 69 (43.4) 130 (40.8) 63 (42.0)

College 140 (29.9) 98 (31.6) 42 (26.4) 93 (29.2) 47 (31.3)

Higher education 122 (26.0) 85 (27.4) 37 (23.3) 83 (26.0) 39 (26.0)

Missing 6 (1.3) 2 (0.7) 4 (2.5) 6 (1.9) 0

Working status – n (%)

Fulltime 36 (7.7) 27 (8.7) 9 (5.7) 29 (9.1) 7 (4.7)

Parttime 42 (9.0) 25 (8.1) 17 (10.7) 27 (8.5) 15 (10.0)

Retired 225 (48.0) 157 (50.7) 68 (42.8) 144 (45.1) 81 (54.0)

Unemployed 45 (9.6) 28 (9.0) 17 (10.7) 34 (10.7) 11 (7.3)

Unable to work 105 (22.4) 63 (20.3) 42 (26.4) 70 (21.9) 35 (23.3)

Education or training 8 (1.7) 6 (1.9) 2 (1.3) 7 (2.2) 1 (0.7)

Carer 1 (0.2) 1 (0.3) 0 1 (0.3) 0

Missing 7 (1.5) 3 (1.0) 4 (2.5) 7 (2.2) 0

Living status – n (%)

Owner occupied 230 (49.0) 170 (54.8) 60 (37.7) 142 (44.5) 88 (58.7)

Rented from council or housing 
association

166 (35.4) 97 (31.3) 69 (43.4) 123 (38.6) 43 (28.7)

Rented from private landlord 56 (11.9) 33 (10.7) 23 (14.5) 39 (12.2) 17 (11.3)

Temporary accommodation 3 (0.6) 2 (0.7) 1 (0.6) 3 (0.9) 0

Other 8 (1.7) 6 (1.9) 2 (1.3) 6 (1.9) 2 (1.3)

Missing 6 (1.3) 2 (0.7) 4 (2.5) 6 (1.9) 0

continued
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Characteristic Full sample (n = 469)
Southampton 
(n = 310)

Liverpool 
(n = 159)

Pre-COVID 
(n = 319)

Post-pause 
(n = 150)

Living alone – n (%)

Yes 242 (51.6) 154 (49.7) 88 (55.4) 152 (47.7) 90 (60.0)

No 221 (47.1) 154 (49.7) 67 (42.1) 161 (50.5) 60 (40.0)

Missing 6 (1.3) 2 (0.7) 4 (2.5) 6 (1.9) 0
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Appendix 6 Consolidated framework for 
implementation research

The CFIR is a framework for implementation that combines a range of constructs the implementation science 
literature observes are influential in the process of implementation. It has been described as a ‘pragmatic structure’92 

for approaching the complex task that is implementation. The framework has five domains, each with associated 
constructs. The table below is taken from the CFIR website (cfirguide.org) and presents the domains, constructs and 
short descriptions.

Construct Short description

1. Intervention characteristics

A Intervention source Perception of key stakeholders about whether the intervention is externally or internally developed

B Evidence strength and 
quality

Stakeholders’ perceptions of the quality and validity of evidence supporting the belief that the interven-
tion will have desired outcomes

C Relative advantage Stakeholders’ perception of the advantage of implementing the intervention vs. an alternative solution.

D Adaptability The degree to which an intervention can be adapted, tailored, refined or reinvented to meet local needs

E Trialability The ability to test the intervention on a small scale in the organisation, and to be able to reverse course 
(undo implementation) if warranted

F Complexity Perceived difficulty of implementation, reflected by duration, scope, radicalness, disruptiveness, 
centrality, and intricacy and number of steps required to implement

G Design quality and 
packaging

Perceived excellence in how the intervention is bundled, presented and assembled

H Cost Costs of the intervention and costs associated with implementing the intervention including investment, 
supply and opportunity costs

2. Outer setting

A Patient needs and 
resources

The extent to which patient needs, as well as barriers and facilitators to meet those needs, are accu-
rately known and prioritised by the organisation

B Cosmopolitanism The degree to which an organisation is networked with other external organisations

C Peer pressure Mimetic or competitive pressure to implement an intervention; typically, because most or other key 
peer or competing organisations have already implemented or are in a bid for a competitive edge

D External policy and 
incentives

A broad construct that includes external strategies to spread interventions, including policy and 
regulations (governmental or other central entity), external mandates, recommendations and guidelines, 
pay-for-performance, collaboratives and public or benchmark reporting

3. Inner setting

A Structural characteristics The social architecture, age, maturity and size of an organisation

B Networks and 
communications

The nature and quality of webs of social networks and the nature and quality of formal and informal 
communications within an organisation

C Culture Norms, values and basic assumptions of a given organisation

D Implementation climate The absorptive capacity for change, shared receptivity of involved individuals to an intervention, and 
the extent to which use of that intervention will be rewarded, supported and expected within their 
organisation

1 Tension for change The degree to which stakeholders perceive the current situation as intolerable or needing change
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Construct Short description

2 Compatibility The degree of tangible fit between meaning and values attached to the intervention by involved 
individuals, how those align with individuals’ own norms, values, and perceived risks and needs, and 
how the intervention fits with existing workflows and systems

3 Relative priority Individuals’ shared perception of the importance of the implementation within the organisation

4 Organisational incen-
tives and rewards

Extrinsic incentives such as goal-sharing awards, performance reviews, promotions and raises in salary, 
and less tangible incentives such as increased stature or respect

5 Goals and feedback The degree to which goals are clearly communicated, acted upon and fed back to staff, and alignment of 
that feedback with goals

6 Learning climate A climate in which: (a) leaders express their own fallibility and need for team members’ assistance and 
input; (b) team members feel that they are essential, valued and knowledgeable partners in the change 
process; (c) individuals feel psychologically safe to try new methods and (d) there is sufficient time and 
space for reflective thinking and evaluation

E Readiness for 
implementation

Tangible and immediate indicators of organisational commitment to its decision to implement an 
intervention

1 Leadership engagement Commitment, involvement and accountability of leaders and managers with the implementation

2 Available resources The level of resources dedicated for implementation and ongoing operations, including money, training, 
education, physical space and time

3 Access to knowledge 
and information

Ease of access to digestible information and knowledge about the intervention and how to incorporate 
it into work tasks

4. Characteristics of individuals

A Knowledge and beliefs 
about the intervention

Individuals’ attitudes towards and value placed on the intervention as well as familiarity with facts, 
truths and principles related to the intervention

B Self-efficacy Individual belief in their own capabilities to execute courses of action to achieve implementation goals

C Individual stage of 
change

Characterisation of the phase an individual is in, as he or she progresses towards skilled, enthusiastic 
and sustained use of the intervention

D Individual identification 
with organisation

A broad construct related to how individuals perceive the organisation, and their relationship and 
degree of commitment with that organisation

E Other personal 
attributes

A broad construct to include other personal traits such as tolerance of ambiguity, intellectual ability, 
motivation, values, competence, capacity and learning style

5. Process

A Planning The degree to which a scheme or method of behaviour and tasks for implementing an intervention are 
developed in advance, and the quality of those schemes or methods

B Engaging Attracting and involving appropriate individuals in the implementation and use of the intervention 
through a combined strategy of social marketing, education, role modelling, training and other similar 
activities

1 Opinion leaders Individuals in an organisation who have formal or informal influence on the attitudes and beliefs of their 
colleagues with respect to implementing the intervention

2 Formally appointed 
internal implementation 
leaders

Individuals from within the organisation who have been formally appointed with responsibility for 
implementing an intervention as coordinator, project manager, team leader or another similar role

3 Champions ‘Individuals who dedicate themselves to supporting, marketing, and “driving through” an [implemen-
tation]’100 (p. 182), overcoming indifference or resistance that the intervention may provoke in an 
organisation

4 External change agents Individuals who are affiliated with an outside entity who formally influence or facilitate intervention 
decisions in a desirable direction

C Executing Carrying out or accomplishing the implementation according to plan

D Reflecting and 
evaluating

Quantitative and qualitative feedback about the progress and quality of implementation accompanied 
with regular personal and team debriefing about progress and experience
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Appendix 7 Organisation typologies
Typology Partner number Partner description Who facilitated

Fully professionalised
organisations (14)

1 Statutory service provider PALS

2 Statutory service provider Organisation

3 Education provider Organisation

4 Collection of GP practices Joint

5 Statutory service provider PALS

6 International charity – local branch PALS

7 Private education provider Organisation

8 Housing association Joint

9 Housing association Organisation

10 Group of charitable social enterprise Joint

11 Private education provider Organisation

12 National charity – local branch Joint

13 National charity – local branch PALS

Aspirational community 
partners (24)

14 National charity – local branch PALS

15 Combined authority programme provider Organisation

16 Charity – city based PALS

17 Healthy living centre PALS

Non-professionalised
community based (4)

18 Charity – city based PALS

19 Charity – city based Organisation

20 Charity – city based Joint

21 Community interest company Organisation

22 Charity – city based PALS

23 Council for voluntary services Joint

24 Community recovery project PALS

25 Charity – city based PALS

26 Charity – city based PALS

27 Community centre PALS

28 Charity food bank PALS

29 Charity – city based Joint

30 National charity – local branch PALS

31 Charity – city based PALS

32 Charity – city based Joint
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Typology Partner number Partner description Who facilitated

33 Community interest company Organisation

34 Charity – city based Organisation

35 Charity – city based PALS

36 Community centre Joint

37 Community centre

38 Community association PALS

39 Community association PALS

40 Community association PALS

41 Charity – city based PALS

42 Church Organisation

43 Church-based community group PALS

44 Mosque PALS

Organisations: 11
PALS team: 24
Joint (organisation and PALS 
team): 9
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