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Lay Summary
[bookmark: HRC_SummaryOfRationale]Loneliness affects about 10% of older New Zealanders. It is associated with higher death rates and poorer health outcomes. There has been no previous NZ clinical trial on reducing loneliness among older adults. Overseas experiences suggest psychosocial group treatment can be effective for improving loneliness and health outcomes, and it is cost-effective. We therefore propose a NZ multi-centre study to investigate the benefits of a community based psychosocial group treatment for older adults with loneliness. However, a feasibility study will be required to inform many aspects of the full study. This feasibility study involves two Age Concern branches. Its principle methodology is to find out the feasibility of recruiting older adults through Age Concern and the district health boards' interRAI assessment process; training and supervision of group facilitators to deliver the group treatment; participants’ adherence and drop-out rates; and costs.
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Abstract
[bookmark: HRC_SummaryOfResearch_Aims]Rationale for Research
Loneliness has been identified as a significant international and local public health concern. 9.6% of New Zealanders aged 65-74 and 13% of those aged over 75 feel lonely all, most, or some of the time. Loneliness is a risk factor for premature mortality, poor psychological and physical wellbeing and frailty. However, current New Zealand health and disability service delivery for this area is under-developed. Although loneliness is routinely screened in the interRAI assessment (a Ministry of Health mandated comprehensive geriatric assessment tool), there is no specific intervention available to address this issue. We also have no clinical trial directly testing interventions aimed at reducing loneliness among older adults in New Zealand. An overseas psychosocial group intervention for older adults with loneliness found that there was a significant reduction in 2 year mortality, subjective health improvement and on average 943€ per person per year receiving the intervention versus the control. 

A psychosocial group intervention randomised controlled trial (RCT) for reducing loneliness among older adults is much needed in the New Zealand context to 
ascertain whether such intervention can reduce loneliness levels; 
establish a sustainable framework for semi-autonomous community group interventions; and
measure the effect loneliness and its potential reduction has on psychological and physical health. 

However, a feasibility study will be required to inform many aspects of the RCT.

Aims
The full study is to compare the efficacy of a 12-week psychosocial group intervention (art/inspiring activities and group interpersonal psychotherapy) with treatment as usual (Age Concern’s Accredited Visitor Service) for older adults with loneliness. 

This feasibility study will test and measure 
participant recruitment and response rates through engagement with Age Concern and interRAI assessment services in Auckland and Dunedin; 
recruitment, training and supervision of group facilitators to deliver the psychosocial group interventions; 
adherence and drop-out rates of the group intervention;
a summary of primary outcome to inform the estimation of sample size in the full study; and 
costs estimation for the full study.

[bookmark: HRC_SummaryOfResearch_Design_Methods]Design and Methods
This feasibility study will involve a total of 64 people who will be randomised to have either the psychosocial group intervention (n=32) or Accredited Visitor Service (n=32). 

PHASE 1 (Planning & preparation) includes ethical approval, recruitment of group facilitators and training workshop. 

PHASE 2 (Intervention) includes recruitment of participants, delivering the 12-week intervention (4 groups in total), supervision for group facilitators and iterative feedback on group intervention and research process. 

PHASE 3 (Analysis and Reporting) includes results dissemination to end users.

[bookmark: HRC_SummaryOfResearchImpact]Research Impact
The impact of the proposed feasibility study will be to ensure a well-designed full study where many of the possible logistical issues have been identified and avoided. The primary impact of the full study is to create knowledge on a new model of care to address loneliness among older adults through a community based psychosocial group intervention. The strong partnership with Age Concern and their existing infrastructure will ensure effective knowledge transfer across New Zealand. Such partnership could extend to other community based non-government organisations. By linking this psychosocial group intervention to the interRAI network and with appropriate public health funding, we could potentially address the unmet needs and improve health outcomes of older people who experience loneliness.  The clinical researchers on our team will play a significant role in supporting the implementation and delivery of evidence based treatment at the community and primary care level which would benefit service users and relieve the burden exists in secondary and tertiary hospital and specialist based services.
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Background
The New Zealand Social Report 2016 (Te pūrongo oranga tangata) demonstrated that 9.6% of 64-75 year olds and 13% of 75+ year olds experience loneliness; an increase from 7.3% and 8.3% respectively in the previous biennial 2014 report.1 A higher rate of loneliness (21%) has been reported among older New Zealanders with physical illness and/or functional impairment.2 Our population is ageing such that in 2036, about 25% of New Zealanders will be 65 years old or older.  Increasingly, as old people live alone, suffer losses of relationships, and recede into digital relationships with their children the rates of loneliness are likely to rise. 

The Ministry of Health Healthy Ageing Strategy makes special mention of a needed concerted approach to improve resilience in ageing by reducing social isolation and loneliness.3 A growing imperative also exists to tackle loneliness with the World Health Organization (WHO) now listing social support networks as a “determinant of health”.4 This growing awareness is based on the acknowledgement of loneliness as a significant independent risk factor for increased morbidity, poor health behaviours (e.g. sleep habits, smoking and obesity), health expenditure and mortality.5,6

Loneliness is a subjective, stressful and negative feeling resulting from a perceived absence or loss of companionship.7 The basic etiology for older adult loneliness covers domains of social network limitation, functional limitation (e.g. mobility impacting ability to the leave the house) and personal limitation in confidence to interact.8 A large meta-analysis demonstrated a 50% reduced risk of early death among older adults with greater social interaction.9 A second meta-analysis included data on 3.4 million people from 70 studies and looked at the role social isolation, loneliness, and living alone had on mortality.5 This showed that in older age, individual loneliness presented a similar risk factor to mortality greater than obesity.5 Similarly, loneliness has been correlated with morbidity from cardiovascular disease, Alzheimer’s disease, stroke, and insomnia to generalised frailty among other conditions.10  

Adolescents, adults and older adults relate to social networks in differing ways and it appears to be the function of the network, rather than the structure, that counts for health as we age.11 It is often less acceptable for older adults to express their emotions than it is for younger generations despite the consistent observations that increasing age is characterised by greater positive affective states.12 A recent New Zealand integrative review concluded that loneliness in older adults is significantly related to social isolation, living alone, depression, suicidal ideation, being female, being Māori and having a visual impairment.13 Other individual risk factors of loneliness in older adults reported in the international literature include women, lower levels of education, disadvantaged socioeconomic circumstances, poorer social skills to establish and maintain interpersonal relationships, and a neurotic or anxious personality style.14

Despite its negative impact on health, there has only been one New Zealand clinical trial with older adults that included the level of loneliness as an outcome measure.13 This small randomised controlled trial explored the psychosocial effects of a companion robot in older adults in residential care and found an improvement in loneliness.15 Age Concern is a New Zealand charitable organisation for older adults and targets loneliness using a befriending model as part of their Accredited Visitor Service (AVS). Befriending is a widely used strategy to increase social support and to reduce loneliness and depression among older adults. A recent systematic review of 14 befriending studies showed modest improvement in symptoms such as depression and anxiety, but the effectiveness of this intervention on other health outcomes is largely unknown.16 There is also a lack of evidence to support interventions that intuitively seem good for lonely individuals (e.g. taking a class, getting a dog, doing volunteer work, or reverse mentoring).17

The Northern Regional Alliance (NRA) supports the four district health boards in Auckland and Northland in their implementation of government health policies. They recently recommended addressing loneliness and social isolation among older adults that is likely, based on empirical work to date, to be effective in improving mental health at a population level.18 This report specifically mentioned a randomised controlled trial conducted in Finland that used a psychosocial group intervention aimed at reducing loneliness and empowering older adults, and to promote their peer support and social integration.19 This study reported a mean net reduction in health care costs of €943 per person per year, along with lower mortality and less use of health services among older adults who received the psychosocial group intervention.19 The Circle of Friends intervention using art/inspiring activities and group therapy has since been systematically and widely implemented in Finland for the past 12 years.20 The success of the Finnish programme  is consistent with one of the findings of a systematic review that delivering social activity and/or support within a group format is a key characteristics of effective intervention targeting social isolation in older people.21 We therefore propose a novel community based psychosocial group intervention to address loneliness among older New Zealanders. This intervention is modelled on the Finnish study but uses a different type of psychotherapy (interpersonal psychotherapy, IPT) for the group therapy component of the intervention. 


















Design and methods of the Feasibility Study
Study Design: A single-blinded randomised controlled trial comparing the psychosocial group intervention with treatment as usual (Age Concern’s AVS) for older adults with loneliness.

Participants, inclusion and exclusion criteria: The study will recruit participants from Age Concern in Auckland and Dunedin. Potential participants are people with subjective loneliness who are referred to their AVS. Staff at Age Concern will approach potential participants about this study, and the research team will provide further information and obtain informed consent. Ethical approval for the feasibility study will be obtained from the Ministry of Health’s Health and Disability Ethics Committee.

Inclusion criteria: 
Age 65+
living in the community, including retirement village
adequate hearing and vision to allow participation in group work
ability to move independently without another person’s aid
a score of 3 or above on the de Jong Gierveld Loneliness Scale 
(Age Concern will routinely use this scale for all people who are self-referred to their AVS)

Exclusion criteria: 
significant cognitive impairment (Montreal Cognitive Assessment score <25/30)
participants are required to be intervention naive, e.g. they have not received AVS or any other loneliness service before
significant medical co-morbidities likely to impact on survival over 2-year period (e.g. terminal cancer).

Sample size: Sample sizes between 24 and 50 have been recommended for feasibility studies.32-34 In this feasibility study, a total of 64 people will be randomised to have either psychosocial group intervention (n=32) or AVS (n=32). For the psychosocial group intervention, 8 participants are allocated in each group. We are intending to run 2 groups in Auckland and 2 groups in Dunedin. 

Randomisation: Participants will be randomised to receive either the psychosocial group intervention or treatment as usual (AVS) using a computer generated list. Random allocation will incorporate randomised blocks (of between 4 and 8 participants) to ensure a balanced design at any time during the trial.  Block randomisation will be performed centrally by an independent biostatistician who is not involved in the day to day running of the trial. The allocation sequence will be concealed from the researcher enrolling participants by each allocation being contained in an opaque, sealed, sequentially numbered envelope.  Each new participant will be given their allocation after consent to take part has been given and baseline assessments have been made.

Interventions: 
(i) Psychosocial group intervention 
Two trained facilitators (an Age Concern staff and a volunteer) facilitate each group which has 6-8 participants. The group meets for 3 hours once a week for 12 weeks (a total of 12 group meetings). 

The participants are transported to group meetings and back by van or other transport options. The group meetings included coffee, breaks and lunches; meetings are free of charge.

The psychosocial group intervention has two components: 

In the art/inspiring activities, various artists (musicians, actors, artists) attend the meetings, participants visit cultural events and sights, and participants actively produce their own art. We will introduce a bicultural approach by including Māori art (e.g. bone carvings, weaving) to both Māori and non-Māori group participants.

Group IPT. IPT was developed for the treatment of adult depression in the 1970s and has been modified for numerous mental health conditions including older adult depression.23-25 It is a manual based, time-limited (12-16 sessions) and evidence based talking therapy. It is designed to improve communication skills and to modify expectations in relationships. IPT identifies and works on problem areas in a person’s relationship with others. The problem area of interpersonal sensitivity relates to people with loneliness/social isolation. Our treatment protocol will follow the group IPT guide published by the WHO.26 The aim is to help people to be less lonely and take steps to form ties with members of their community. Strategies used to help with loneliness include finding out if the participant wants to have more people around them; assisting the participant in finding opportunities to change their habits and end their social isolation by increasing activities with other people and joining in the community, workplace or places of religious worship; guiding the group to support each other and using extensive role-play and feedback in preparing and reviewing their interactions and activities with others.

(ii) Treatment as usual: Age Concern’s AVS
An accredited visitor will visit the participants at their home for about an hour per week for 12 weeks. 

The AVS is a befriending service that provides regular visits to older people who would like more company. Accredited visitors are volunteers who are keen to spend time with an older adult to enjoy conversation and shared interests and activities.

Outcomes: de Jong Gierveld Loneliness Scale, WHOQOL-BREF; Satisfaction with Life Scale; General Health Questionnaire; Geriatric Depression Scale; Cumulative Illness Rating Scale; Montreal Cognitive Assessment; blood pressure; Body Mass Index. Outcomes in the feasibility study will be measured at two time points: baseline and immediately post-intervention.

Blinding: The following groups of people will be blinded for the assignment to interventions: outcome measure assessors and statistician completing the analysis.

Statistical methods: Descriptive statistics will be used to describe the baseline demographic characteristics and baseline and post-intervention outcome measures. As part of the feasibility study, we will obtain information on drop-out rates and the de Jong Loneliness Scale in terms of its scores range, improvement in scores and variability in the score. This information will enable us to do a power calculation for the full study. 


Feasibility Issues 
How will we negotiate a partnership with community organisations? 
This study will involve partnership with Age Concern. Age Concern is a charity foundation with a base network of 35 offices nationwide providing advice, advocacy and services for older adults. Their core services include the AVS. The nature of partnership with Age Concern would include provision of participant recruitment and group facilitators.




How will we recruit participants and how willing will they be to participate? 
Potential participants with loneliness will be recruited from the existing Age Concern’s AVS referral system. They will be offered the opportunity to participate in this study which involves receiving either the group intervention or AVS. 

We will also test whether participants can be effectively recruited through the interRAI assessment process. interRAI is a comprehensive geriatric assessment and is routinely used by all district health boards (DHBs). 

How will the group facilitation work? 
The psychosocial group intervention will be facilitated by Age Concern staff and volunteers. Feasibility issues include recruitment, training and supervision of group facilitators. 

4. What will the adherence and drop-out rates be for the 12-week psychosocial group intervention? Will the duration and location of group meetings be acceptable to participants? 

Costs: 
Cost of transport, provision of venue for group intervention, group facilitator training, supervision and employment cost are major expenses that need to be estimated. Uptake, logistics and costs in a large metropolitan city (Auckland) vs small urban centre (Dunedin). 

How will the Proposed Research Address Identified Feasibility Issues?
Partnership with community organisations: 
The research team has already engaged with the Age Concern branches in Auckland and Dunedin to co-produce the study. (refer to letters attached)  These two sites are specifically selected to identify feasibility issues in a large metropolitan city and a small urban centre. The capacity for Age Concern to manage the process of providing group facilitators, liaise with volunteer supports and following research protocol effectively for the full study. Age Concern has existing staff and a pool of volunteers who are suitable to be trained as group facilitators. The capacity to manage the AVS and group intervention concurrently will place a unique but not necessarily more resource intense demand on Age Concern. The feasibility study will allow for the estimation of work-force demands for the full study. Age Concern in Auckland has existing vehicles that can be used for transporting participants. Alternative transport options (e.g. half-price taxi) are available for Dunedin participants and we will monitor their usage in the feasibility study which will inform the full study.

Participant recruitment and their willingness to be randomised within intervention groups: 
Age Concern has 150 and 107 new AVS referrals per year in Auckland and Dunedin respectively. The capacity to satisfactorily recruit participants at the time-point when they seek the AVS will be assessed and the proportion that then consent to participate in the study. 

interRAI was developed by a network of health researchers in over 30 countries.22 The ‘Home Care’ version has been routinely used for people assessed for home support and entry to long-term aged residential care in NZ since 2012. The purpose of the interRAI is to provide a structured multidisciplinary geriatric assessment that can be used to determine needs and inform planning of daily care and services for improving outcomes and maximising functioning. Embedded in the interRAI is a screening question on loneliness. We will co-design a referral pathway with DHB needs assessment services to recruit older people (including older Māori, refer to the Responsiveness to Māori section) who are screened positive on loneliness. Response rates in the feasibility study and drop-out rates will be used to determine the total number of study sites across New Zealand required for the full study.

3. Group Facilitators: 
A. Recruitment: We need to establish the feasibility of recruiting appropriate and interested Age Concern staff (e.g. occupational therapists, social workers). 

B. Training: Group facilitators will be trained to deliver the group intervention which has two components: (i) The art/inspiring activities component will follow the format in the Finnish study; training will be provided through instruction/demonstration and documents to ensure consistency across sites and groups. (ii) The group therapy component will follow the WHO group IPT format. A/Prof Sue Luty, a New Zealand IPT expert, will conduct a 2-day training workshop. Age Concern staff and volunteers will provide evaluation and feedback on the training workshop that allows appropriate modification and estimation of the needs in the full study. 

C. Supervision: A/Prof Luty will provide group facilitators with ongoing supervision during the trial period to ensure adherence to the group intervention in terms of content, process and techniques. There will be fortnightly online supervision (using Zoom, a videoconferencing platform) for group facilitators. The frequency, duration and acceptability of online supervision will be assessed through active feedback from the group facilitators. The potential for face-to-face refresher training for ongoing effectiveness of facilitation will be considered to estimate the needs of the full study. 

4. Group intervention: We will measure adherence and drop-out rates. A co-design approach will be used through active feedback from the participants which could be used to refine the two components of the group intervention for the full study.

5. Cost: Multi-site randomised controlled trials for group interventions can be costly so conducting a feasibility study in Auckland and Dunedin will provide estimates for the costs of a smaller centre and a larger metropolitan centre.
 

Responsiveness to Māori
The findings of current literature on loneliness among Māori elders are mixed. A recent literature review suggested Māori elders are more likely to experience loneliness;13  whereas a study using a large interRAI database found Māori elders have a similar rate of loneliness as NZ Europeans (21% in both ethnicities).2 However, mental health problems are common in Māori and there is an unmet need for receiving treatment.36 Providing early intervention for Māori is a key priority. We have consulted our Māori advisors Dianna McGregor (Māori Clinical Nurse Director, Auckland & Waitemata DHBs) and Angela Perawiti (Waitemata DHB Gerontology Nurse Specialist). They will provide ongoing cultural input to our project and ensure it is culturally responsive to Māori elders. They have observed in their clinical practice that loneliness is an increasing issue for Māori elders living in urban areas of Auckland, often due to poverty. There are some existing successful Kaumātua groups that meet regularly in the greater Auckland area; our Māori advisors will be able to support Māori elders to connect with these groups as part of our group intervention. Angela will support the research team by arranging one intervention group in the feasibility study to be conducted in a marae which could improve Māori participation in our research. In addition, Angela works closely with a Māori needs assessor in Waitemata DHB who conducts interRAI assessment with Māori elders. Our research team will work with Angela to co-design the DHB referral pathway that is responsive to lonely Māori elders (refer to feasibility issue No. 2 on page 4). Our new model of care for older adults with loneliness could be particularly relevant for Māori elders who could have their loneliness addressed in the community, without the direct involvement of a specialist and/or hospital based service. Accessing specialist services can be associated with stigma resulting in barrier to receive effective treatment. 
 
[bookmark: HRC_MODULE3]Study procedures for feasibility study (24 months in total)
Objectives
1. Plan and prepare for the delivery of 4 psychosocial treatment groups in Auckland and Dunedin.
1. Deliver 4 psychosocial treatment groups, measure outcomes and obtain feedback from participants and group facilitators.
1. Analysis the results and report research findings.
Milestones
Sept 2019 - Feb 2020
· Obtain ethical approval 
· Recruit 8 group facilitators: 4 Age Concern staff and 4 volunteers 
· Conduct a 3-day training workshop on the psychosocial group intervention 
· Hire a project coordinator, 2 research assistants and complete their training 
· Co-design referral pathway with a DHB interRAI assessment team and/or a DHB contracted health provider that routinely uses interRAI 

March 2020 – February 2021
· Recruit 64 participants for randomisation  
· Deliver 4 12-week psychosocial treatment groups (2 in Auckland, 2 in Dunedin)
· Provide fortnightly online supervision for group facilitators 
· Complete outcome measures at baseline and post-intervention 
· Obtain feedback from group facilitators and participants 


March 2022 – Auguest 2022
· Complete data cleaning and statistical analysis
· Complete report writing 
· Complete funding applications for the full study
· Provide feedback to Age Concern and DHB
· Present results in a local conference 
· Prepare and submit a manuscript 
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