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Abstract

Background: Depression is a common and distressing mental health problem that is responsible for significant
individual disability and cost to society. Medication and psychological therapies are effective for treating depression
and maintenance anti-depressants (m-ADM) can prevent relapse. However, individuals with depression often express
a wish for psychological help that can help them recover from depression in the long-term. A recently developed
treatment, mindfulness-based cognitive therapy (MBCT), shows potential as a brief group program for people with
recurring depression.
This trial asks the policy research question; is MBCT with support to taper/discontinue antidepressant medication
(MBCT-TS) superior to m-ADM in terms of: a primary outcome of preventing depressive relapse/recurrence over
24 months; and secondary outcomes of (a) depression free days, (b) residual depressive symptoms, (c) antidepressant
medication (ADM) usage, (d) psychiatric and medical co-morbidity, (e) quality of life, and (f) cost effectiveness? An
explanatory research question also asks whether an increase in mindfulness skills is the key mechanism of change.
The design is a single-blind, parallel randomized controlled trial examining MBCT-TS versus m-ADM with an embedded
process study. To answer the main policy research question the proposed trial compares MBCT-TS with m-ADM for
patients with recurrent depression. Four hundred and twenty patients with recurrent major depressive disorder in full
or partial remission will be recruited through primary care.

Results: Depressive relapse/recurrence over two years is the primary outcome variable. Analyses will be conducted
following CONSORT standards and overseen by the trial’s Data Monitoring and Safety Committee. Initial analyses will
be conducted on an intention-to-treat basis, with subsequent analyses being per protocol. The explanatory question
will be addressed in two mutually informative ways: quantitative measurement of potential mediating variables
pre- and post-treatment and a qualitative study of service users’ views and experiences.

Conclusions: If the results of our exploratory trial are extended to this definitive trial, MBCT-TS will be established as an
alternative approach to maintenance antidepressants for people with a history of recurrent depression. The process
studies will provide evidence about the effective components which can be used to improve MBCT and inform theory
as well as other therapeutic approaches.
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Trial registration: Trial registered 7 May 2009; ISRCTN26666654.
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Update
This update relates to the study protocol for a rando-
mized controlled trial comparing mindfulness-based
cognitive therapy with maintenance anti-depressant treat-
ment in the prevention of depressive relapse/recurrence:
the PREVENT trial. This update should be read in con-
junction with the original protocol publication [1].

Reworded research question
To ensure that readers clearly understand that this trial
is not a direct comparison between antidepressant medi-
cation (ADM) and Mindfulness-based cognitive therapy
(MBCT), but ADM versus MBCT plus tapering support
(MBCT-TS), the primary research question has been
changed following the recommendation made by the
Trial Steering Committee at their meeting on 24 June
2013. The revised primary research question now reads
as follows: ‘Is MBCT with support to taper/discontinue
antidepressant medication (MBCT-TS) superior to main-
tenance antidepressant medication (m-ADM) in prevent-
ing depression over 24 months?’ In addition, the acronym
MBCT-TS will be used to emphasise this aspect of the
intervention.

Subgroup analysis high versus low childhood adversity
The Trial Management Group met on 8 May 2013 and
discussed the early dissemination via personal communi-
cation of Williams et al. (subsequently published [2])
comparison of MBCT, cognitive psychological educa-
tion and treatment-as-usual. This study suggested that
MBCT compared with the other two conditions con-
fers a significant protection against relapse for partici-
pants with increased vulnerability due to a history of
childhood trauma. It was agreed at this meeting that
an additional subgroup analysis should be added to
our statistical analysis plan to examine the potential
difference in treatment outcome as related to child-
hood adversity. This will be undertaken by examining
the interaction of childhood abuse with treatment al-
location on the primary outcome at 24 months. The
statistical analysis plan was updated accordingly on 15
May 2013.

Ethical approval and trial governance
We have received multicenter ethical approval (South
West Exeter Research Ethics Committee, 09/H0206/43)
and local research governance approval for all sites (NHS
Devon covering Exeter and Mid-and North-Devon,
PCT0739; NHS Bristol, covering Bristol site, 2010-004,
NHS Plymouth and NHS Torbay, PLY-TOR001 covering
South Devon site). The study personnel, management
group, and independent Trial Steering Committee will
ensure that the study is conducted within appropriate
NHS and professional ethical guidelines, ensuring that
Good Clinical Practice guidelines are observed at all times.
This trial has been approved by the Medicines and
Healthcare products Regulatory Agency (EudraCT num-
ber 2009-012428-10). All participants gave full informed
consent.

Abbreviations
ADM: Antidepressant medication; m-ADM: Maintenance antidepressants;
MBCT: Mindfulness-based cognitive therapy; MBCT-TS: MBCT with support to
taper/discontinue antidepressant medication.

Competing interests
The authors declare that they have no competing interests.

Authors’ contributions
WK, SB, RB, TD, GL, RT, ERW, PL, DK and NM conceived and designed
the study and obtained funding. AE is the lead MBCT therapist
responsible for training and supervision. RH is the trial manager. WK
drafted the manuscript and all other authors contributed to editing of
the final manuscript. All authors contributed to, and approved, the
final manuscript.

Acknowledgements
This research is funded by the National Institutes of Health Research
Health Technology Assessment Program in the UK, grant number
08/56/01. The lead author is supported in part by the NIHR PenCLAHRC.
The study has support from the UK Mental Health Research Network,
the Comprehensive Local Research Network and the Primary Care
Research Network.
We are grateful to Trish Bartley at the University of Bangor Centre for
Mindfulness Research and Practice for her input to the MBCT therapist
training; the independent members of the Trial Steering Committee
(Prof Chris Leach, Chair, Dr Richard Moore and Prof Glenys Parry); and
the independent members of the Data Monitoring Committee (Dr Paul
Ewings, Chair, Dr Andy Field and Dr Joanna McKenzie). The trial team
comprises: Surinder Kaur, Jon Richards, Alice Weaver and Matt Williams
(research staff), Claire Brejcha, Suzanne Cowderoy, Alison Evans and
Jenny Wilks (MBCT therapists), Harry Sutton (administrator), Cara
Simmance and Liz Upward provided voluntary research assistance.

Author details
1Mood Disorders Centre, School of Psychology, Perry Road, University of
Exeter, Exeter EX4 4QG, UK. 2King’s College London, Centre for the
Economics of Mental and Physical Health, Box PO24, Institute of Psychiatry,
De Crespigny Park, London SE5 8AF, UK. 3Primary Care Group, Peninsula
College of Medicine and Dentistry, University of Plymouth, N32, Tamar
Science Park, Drake Circus, Plymouth PL4 8AA, Devon. 4Medical Research
Council Cognition and Brain Sciences Unit, Chaucer Road, Cambridge CB2
7EF, UK. 5School of Social and Community Medicine, Oakfield House,
Oakfield Grove, University of Bristol, Bristol BS8 2BN, UK. 610 Alexander Close,
Clifton SG17 5RB, Bedfordshire. 7Department of Psychology, University of
Cambridge, Downing Street, Cambridge CB2 3 EB, UK.

http://www.controlled-trials.com/ISRCTN26666654/


Kuyken et al. Trials 2014, 15:217 Page 3 of 3
http://www.trialsjournal.com/content/15/1/217
Received: 19 March 2014 Accepted: 27 May 2014
Published: 10 June 2014

References
1. Kuyken W, Byford S, Byng R, Dalgleish T, Lewis G, Taylor R, Watkins E, Hayes R,

Lanham P, Kessler D, Morant N, Evans A: Study protocol for a randomized
controlled trial comparing mindfulness-based cognitive therapy with
maintenance anti-depressant treatment in the prevention of depressive
relapse/recurrence: the PREVENT trial. Trials 2010, 11:99.

2. Williams JMG, Crane C, Barnhofer T, Brennan K, Duggan DS, Fennell MJV,
Hackmann A, Krusche A, Muse K, Von Rohr IR, Shah D, Crane RS, Eames C,
Jones M, Radford S, Silverton S, Sun Y, Weatherley-Jones E, Whitaker CJ,
Russell D, Russell IT: Mindfulness-based cognitive therapy for preventing
relapse in recurrent depression: a randomized
dismantling trial. J Consult Clin Psychol 2014, 82:275–286.

doi:10.1186/1745-6215-15-217
Cite this article as: Kuyken et al.: Update to the study protocol for a
randomized controlled trial comparing mindfulness-based cognitive
therapy with maintenance anti-depressant treatment depressive
relapse/recurrence: the PREVENT trial. Trials 2014 15:217.
Submit your next manuscript to BioMed Central
and take full advantage of: 

• Convenient online submission

• Thorough peer review

• No space constraints or color figure charges

• Immediate publication on acceptance

• Inclusion in PubMed, CAS, Scopus and Google Scholar

• Research which is freely available for redistribution

Submit your manuscript at 
www.biomedcentral.com/submit


	Abstract
	Background
	Results
	Conclusions
	Trial registration

	Update
	Reworded research question
	Subgroup analysis high versus low childhood adversity
	Ethical approval and trial governance
	Abbreviations

	Competing interests
	Authors’ contributions
	Acknowledgements
	Author details
	References


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /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 (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /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
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [595.440 793.440]
>> setpagedevice


