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Scientific summary

Background

Social isolation in older adults is relatively common and is associated with increased morbidity. Systematic
reviews of randomised controlled trials (RCTs) evaluating interventions to promote socialisation and
alleviate loneliness reported shortcomings in the available evidence. In 2008, the UK National Institute for
Health and Care Excellence (NICE) concluded that further research on home-based interventions that could
improve or successfully maintain the mental well-being of vulnerable, older people living in the community
was a priority.

Objectives

The primary objective was a RCT [the Putting Life in Years (PLINY) trial] to determine whether mental
well-being, as measured by the Short Form questionnaire-36 items (SF-36) health instrument mental health
dimension, 6 months after randomisation, is significantly improved in participants allocated to receive the
telephone friendship (TF) group intervention compared with participants allocated to a control group.

A necessary precondition for the RCT was pilot work to determine whether the main RCT was feasible,
based on objective targets for recruitment and retention of research participants by the study team

and the capacity of volunteers working with a voluntary sector service provider to deliver the intervention.
Secondary objectives included a process evaluation using qualitative methods to identify the psychosocial
and environmental factors as well as implementation issues that may mediate or modify the effectiveness
of the intervention. This included examining voluntary sector readiness to take forward new forms of
services and the extent to which the fidelity of the intervention was maintained.

Design

This was a two-arm, parallel-group, pragmatic, superiority RCT using web-based randomisation and
with only the principal investigator and the analysts blind to allocation until after the final analysis.

An internal pilot was carried out to assess study and intervention feasibility. Nested qualitative research
and intervention fidelity substudies were also carried out.

Setting

The study setting was one urban centre in the UK.

Participants

Between June 2011 and December 2012, 528 participants from a longitudinal cohort study and

9051 people registered with general practices were invited to take part in the trial. Information packs were
also distributed across services in the city. The eligibility criteria included being aged > 75 years, living
independently and having reasonable cognition [attaining a score of <8 on the six-item Cognitive
Impairment Test (6CIT)]. In total, 157 participants were recruited, consented and randomised to the
intervention group (n=78) or the control group (n=79).
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Interventions

1. Manualised TF with standardised training: (a) one-to-one befriending — 10- to 20-minute calls once
per week for up to 6 weeks made by a volunteer befriender — followed by (b) TF groups of six
participants — 1-hour teleconferences once per week for 12 weeks facilitated by the same volunteer.

2. Control: usual health and social care provision.

Volunteers, who had no previous experience of befriending or group facilitation, were recruited by a
voluntary sector service provider. Friendship groups aimed to maintain or enhance social support and
increase opportunities for social interaction to maintain well-being. All volunteers were trained in
group facilitation using standardised manualised content delivered by the same trainer. Volunteers
modelled facilitation scenarios to learn how to provide a suitable environment for TF, manage conflict
and maintain ground rules and confidentiality.

Main outcome measures

Success criteria for progression to the main trial were the recruitment of 68 participants in the first 95 days,
the retention of 80% of the participants at 6 months and the successful delivery of TF by a local franchise of
a national charity (not defined).

The primary clinical outcome was the SF-36 mental health dimension score at 6 months. The developers of
the SF-36 have suggested that differences between treatment groups of between 5 and 10 points on the
100-point scale can be regarded as ‘clinically and socially relevant’. For the original sample size calculation
we assumed that a mean difference in SF-36 mental health dimension score of > 8 points at 6 months
post randomisation between the intervention group and the control group is the smallest difference that
can be regarded as clinically and practically important. Secondary clinical outcomes included other
dimensions of the SF-36 for functional health and well-being; the European Quality of Life-5 Dimensions
(EQ-5D) for health status; the Patient Health Questionnaire — nine questions (PHQ-9) for self-reported
depression; the General Perceived Self-Efficacy Scale (GSE) for optimistic self-beliefs about ability to cope
with difficult life events; the De Jong Gierveld Loneliness Scale for overall, emotional and social loneliness;
and health and social care resource use.

Barriers to implementation of the intervention were assessed using e-mail communication, trial
management group meeting minutes and field notes. Views on the acceptability, accessibility and
effectiveness of the intervention were obtained through semistructured interviews with older people
and volunteer facilitators. Interviews were audio recorded and transcribed verbatim, with transcripts
coded using NVivo 9 (QSR International, Warrington, UK) (participants) and manually (volunteers) and
analysed using framework analysis.

Researchers recorded volunteer training sessions and group TF sessions in which volunteers delivered

the intervention to assess the fidelity of each. The fidelity of training delivered to the volunteer facilitators
was assessed in three out of the four training groups using a specially designed checklist of prescribed
content. Audio recordings of 11 separate facilitated telephone discussions were sampled from four groups
at three time points: weeks 1, 6 and 12 (22% of all relevant sessions). Sessions were coded independently
by two researchers using a specially designed checklist of prescribed and proscribed content, with

median scores calculated afterwards. Participant fidelity was assessed using a checklist of four fidelity
items that assessed group members’ participation in calls in terms of observing ground rules, introducing
topics, showing support and showing commitment. Samples were taken from all four groups at weeks 1,
6 and 12 (three groups only).
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In total, 157 people were randomised to the TF group (n = 78) or the control group (n =79). Two (out of
three) success criteria for progression to the main trial were met: 70 participants were randomised in the
first 95 days and 56 out of the 70 (80%) contributed valid primary outcome data 6 months later. The third
criterion, successful delivery of TF, was deemed not to have been met as only 50 out of the 78 (64%)
participants randomised to the intervention group received the intervention because the service provider
could not recruit and retain a sufficient number of volunteer facilitators. Only 10 out of 42 (24%) potential
volunteers completed training, of whom three out of 10 (30%) adhered long enough to deliver the group
intervention. As a result, the trial closed early.

In the internal pilot trial, 35 people were randomised to the control group and 35 to the intervention
group. Fourteen participants were excluded from the analysis because of incomplete primary outcome
data, leaving 56 participants (control n =30, intervention n=26) in the intention-to-treat analysis.

At study closure, none of the remaining 101 participants had been followed up for long enough to
contribute primary outcome data; the 56 participants from the internal pilot phase became the final
intention-to-treat analysis set. The mean difference in SF-36 mental health score was 6.5 [95% confidence
interval (Cl) =3.0 to 16.0]; after adjusting for age, sex and baseline score the mean difference was
9.5(95% Cl 4.5 to 14.5).

During the interviews, participants mostly acknowledged that the groups were enjoyable but were
beneficial for others rather than for themselves. Few technical issues with befriending were identified

by participants; a minority experienced lines cutting out and confusion over who to contact when
experiencing such incidents. Nine participants made positive comments about finding the groups
acceptable and enjoyable, although three were frustrated that they could not see other members of

the group face to face while they were speaking. Four expressed dissatisfaction with the input from other
group members because of a lack of shared interests or attitudes. The remainder made fairly neutral
comments, describing the intervention as useful, interesting or ‘not too technical’. The groups varied in
size, with members of larger groups reporting better group cohesion. Participants of groups whose
numbers fell below five reported struggling to keep up a conversation for the 1-hour duration of a session.
The three volunteer facilitators who completed the facilitation of the 12-week group intervention all
expressed satisfaction with the role. In contrast, one volunteer who dropped out before commencing a
befriending group was dissatisfied with the lack of face-to-face contact with participants. Volunteer
facilitators who delivered the intervention expressed some lack of clarity about intervention procedures
(e.g. procedures for closing groups) and occasional anxieties about managing group dynamics (especially
conflict management), despite the training that they had received. They all reported experiencing few
technical difficulties but found arranging times to make one-to-one and group calls challenging and
frustrating at times. They thought that scheduling evening calls (prohibited by the teleconference provider,
Community Network) would have been more successful. They reported that group calls were often
interrupted by members receiving visitors while on the line. Two volunteers expressed a lack of confidence
in the training and in the willingness or ability of the host charity to support them to deliver

the intervention.

Training content was delivered faithfully, with > 95% of all fidelity checklist items present in two

groups and > 91% present in the third group. The minimum duration of group telephone discussions
sampled was 23 minutes and the maximum was 69 minutes, with a median of 55 minutes. The median
intervention fidelity score of volunteer facilitators ranged from 30.2% to 52.1%, indicating that the
volunteers did not facilitate the group discussions in line with the training content delivered. Two

groups also showed a decline in fidelity score over the time points sampled. The most salient failings in
intervention fidelity across volunteer facilitators relate to the setting of ground rules, the maintenance of
participant confidentiality and the ending of each group programme, with regard to facilitating further
contact between participants when desired. Three participants reported distress when the programme of
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sessions was ended abruptly without proper arrangements for desired post-intervention contact between
participants being properly facilitated:

I'm sad, I'm sad that it's stopped. Not . .. that the telephoning group stopped even, sad that that
stopped | suppose but I'm sad that I’d, I'd been cut off.
006, female

Awful because I'd nothing to look forward to ... And that was quite, quite ... yeah | missed talking
to them.
008, female

| would have liked to have stayed in touch with somebody just to ring up and say ‘How are
you today?’
019, male

Well, | enjoyed doing it but as | say, | was so upset when they came to a full stop.
019, male

Two volunteers admitted participating in, rather than facilitating, group calls and saw the training material
as guidelines rather than protocol, reflecting that the technical content was more useful than that intended
to help them manage group dynamics. Median fidelity scores for participants ranged from 49% to 71%.

Conclusions

The point estimates for the primary outcome and associated Cls suggest that the likely effect of the
telephone befriending intervention is within a clinically relevant range and that it may be worth
progressing to a full trial. However, there was no change in SF-36 mental health dimension score in

the intervention group whereas the control group experienced a decline or deterioration in SF-36 mental
health dimension score over the 6-month follow-up period.

The study design and protocol were found to be acceptable to participants and general practitioners; we
observed no adverse events, although three participants voiced dissatisfaction with how the intervention
was terminated, and the intervention seems to be safe. We were able to recruit our target sample and the
attrition rate was within an acceptable range. However, we were not able to deliver the intervention as
specified in the protocol, to the majority of the participants, which led to early termination of the study.
Although the definitive RCT seems feasible in terms of acceptability to participants, safety and recruitment
and retention, the delivery of the actual telephone befriending intervention was not feasible. Small
voluntary sector organisations may not be in a position to recruit, train and retain adequate numbers of
volunteers to implement new services at scale over a short time scale. A definitive trial may have to be run in
more than one major population centre and include a number of voluntary sector providers and/or involve
volunteer recruitment and management by specialists.

Trial registration

This trial is registered as ISRCTN28645428.
Funding

Funding for this study was provided by the Public Health Research programme of the National Institute for
Health Research.

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



Public Health Research

ISSN 2050-4381 (Print)

ISSN 2050-439X (Online)

This journal is a member of and subscribes to the principles of the Committee on Publication Ethics (COPE) (www.publicationethics.org/).
Editorial contact: nihredit@southampton.ac.uk

The full PHR archive is freely available to view online at www.journalslibrary.nihr.ac.uk/phr. Print-on-demand copies can be purchased from the
report pages of the NIHR Journals Library website: www.journalslibrary.nihr.ac.uk

Criteria for inclusion in the Public Health Research journal
Reports are published in Public Health Research (PHR) if (1) they have resulted from work for the PHR programme, and (2) they are of a
sufficiently high scientific quality as assessed by the reviewers and editors.

Reviews in Public Health Research are termed 'systematic' when the account of the search appraisal and synthesis methods (to
minimise biases and random errors) would, in theory, permit the replication of the review by others.

PHR programme

The Public Health Research (PHR) programme, part of the National Institute for Health Research (NIHR), evaluates public health interventions,
providing new knowledge on the benefits, costs, acceptability and wider impacts of non-NHS interventions intended to improve the health
of the public and reduce inequalities in health. The scope of the programme is multi-disciplinary and broad, covering a range of interventions
that improve public health. The Public Health Research programme also complements the NIHR Health Technology Assessment programme
which has a growing portfolio evaluating NHS public health interventions.

For more information about the PHR programme please visit the website: http://www.nets.nihr.ac.uk/programmes/phr

This report

The research reported in this issue of the journal was funded by the PHR programme as project number 09/3004/01. The contractual start date
was in October 2011. The final report began editorial review in July 2013 and was accepted for publication in July 2014. The authors have
been wholly responsible for all data collection, analysis and interpretation, and for writing up their work. The PHR editors and production
house have tried to ensure the accuracy of the authors’ report and would like to thank the reviewers for their constructive comments on the
final report document. However, they do not accept liability for damages or losses arising from material published in this report.

This report presents independent research funded by the National Institute for Health Research (NIHR). The views and opinions expressed by
authors in this publication are those of the authors and do not necessarily reflect those of the NHS, the NIHR, NETSCC, the PHR programme or
the Department of Health. If there are verbatim quotations included in this publication the views and opinions expressed by the interviewees
are those of the interviewees and do not necessarily reflect those of the authors, those of the NHS, the NIHR, NETSCC, the PHR programme or
the Department of Health.

© Queen'’s Printer and Controller of HMSO 2014. This work was produced by Hind et al. under the terms of a commissioning
contract issued by the Secretary of State for Health. This issue may be freely reproduced for the purposes of private research and
study and extracts (or indeed, the full report) may be included in professional journals provided that suitable acknowledgement
is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre,
Alpha House, University of Southampton Science Park, Southampton SO16 7NS, UK.

Published by the NIHR Journals Library (www.journalslibrary.nihr.ac.uk), produced by Prepress Projects Ltd, Perth, Scotland
(www.prepress-projects.co.uk).



Public Health Research Editor-in-Chief

Professor Martin White Professor of Public Health, Institute of Health & Society, Newcastle University and
Honorary Consultant in Public Health with Public Health England

NIHR Journals Library Editor-in-Chief

Professor Tom Walley Director, NIHR Evaluation, Trials and Studies and Director of the HTA Programme, UK

NIHR Journals Library Editors

Professor Ken Stein Chair of HTA Editorial Board and Professor of Public Health, University of Exeter Medical
School, UK

Professor Andree Le May Chair of NIHR Journals Library Editorial Group (EME, HS&DR, PGfAR, PHR journals)
Dr Martin Ashton-Key Consultant in Public Health Medicine/Consultant Advisor, NETSCC, UK

Professor Matthias Beck Chair in Public Sector Management and Subject Leader (Management Group),
Queen’s University Management School, Queen’s University Belfast, UK

Professor Aileen Clarke Professor of Public Health and Health Services Research, Warwick Medical School,
University of Warwick, UK

Dr Tessa Crilly Director, Crystal Blue Consulting Ltd, UK
Dr Peter Davidson Director of NETSCC, HTA, UK
Ms Tara Lamont Scientific Advisor, NETSCC, UK

Professor Elaine McColl Director, Newcastle Clinical Trials Unit, Institute of Health and Society,
Newcastle University, UK

Professor William McGuire Professor of Child Health, Hull York Medical School, University of York, UK
Professor Geoffrey Meads Professor of Health Sciences Research, Faculty of Education, University of Winchester, UK
Professor John Powell Consultant Clinical Adviser, National Institute for Health and Care Excellence (NICE), UK

Professor James Raftery Professor of Health Technology Assessment, Wessex Institute, Faculty of Medicine,
University of Southampton, UK

Dr Rob Riemsma Reviews Manager, Kleijnen Systematic Reviews Ltd, UK
Professor Helen Roberts Professor of Child Health Research, UCL Institute of Child Health, UK

Professor Helen Snooks Professor of Health Services Research, Institute of Life Science, College of Medicine,
Swansea University, UK

Please visit the website for a list of members of the NIHR Journals Library Board:
www.journalslibrary.nihr.ac.uk/about/editors

Editorial contact: nihredit@southampton.ac.uk




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.5
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages false
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo false
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo false
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 100
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 100
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 300
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 300
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /ENU (Web PDFs for NIHR Journals Library article summaries \(executive summary, scientific summary, lay summary\). RGB colour space, low-resolution images.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToRGB
      /DestinationProfileName (sRGB IEC61966-2.1)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing false
      /UntaggedCMYKHandling /UseDocumentProfile
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


