
replication, we have demonstrated the potential of simple, theory-
based adaptations to enhance participant engagement.
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Introduction: Participant drop-out affects the credibility of findings
from randomised controlled trial (RCT) and reduces their potential to
influence clinical practice. Several aspects of trial retention can be
thought of as a behaviour e.g. returning a questionnaire or attending
a clinic. Most existing retention interventions have no theoretical
basis, do not explicitly target behaviour change, and have little evi-
dence to support acceptance by participants. Our research develops
theoretically informed, participant-centred, behaviour change inter-
ventions to improve retention in RCTs. This presentation will intro-
duce the potential benefits of using insights from behavioural
science (specifically the Theoretical Domains Framework (TDF) and
behaviour change techniques (BCTs)) to consider how to improve re-
tention in RCTs.
Methods: Sixteen telephone interviews were conducted using a TDF-
based topic guide with participants who had either failed to return a
follow-up questionnaire and/or attend a follow up clinic. Participants
were invited from a range of RCTs with poor retention identified
from clinical trial unit portfolios, UK. Theory based content analysis
was conducted. Domains were prioritised based on frequency and
content and then mapped onto BCTs. Crucially, retention specific in-
terventions were co-designed with trial participants using these
BCTs.
Timing of Potential Results and Potential Relevance and Impact:
We will know the form (i.e. content, mode, timing) of our interven-
tions in September 2019. This is one of the first studies to apply a
theoretical lens to the development of participant-centred interven-
tions to improve trial retention. These findings provide a new meth-
odology to develop interventions in clinical research trials to target
participant retention using a behaviourally focussed approach that
can be applied across trials in different contexts and ultimately lead
to more reproducible, participant centred, interventions.
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Introduction: Aims: It is sometimes assumed that collecting data
electronically is less staff resource-intensive than collection on paper,
and that follow-up will be more complete. Evidence to support this
is lacking. Our aims were to assess the impact of switching from data

collection via postal paper questionnaires (paper-data) to electronic
data collection (e-data) on follow-up rates.
Objectives: To report on the effectiveness of e-data compared to
paper-data.
Setting: In the UKSTAR trial, we switched data collection from paper-
data to e-data during follow-up. UKSTAR is an RCT comparing treat-
ments for patients with Achilles tendon rupture.
Methods: 540 adult participants were invited to complete question-
naires 3, 6 and 9 months post-randomisation. Questionnaires were
sent by post, during the first 15 months of follow-up. Data collection
then switched to e-data for a further 13 months, with invitations sent
via email and/or text. Relevant data collected for this sub-study in-
cluded: patient demographics and follow-up rates.
Results: 1577 invitations were sent (732 postal, 845 electronic). Re-
sponse rate after the initial invite was lower at all time-points with e-
data than postal invitations (combined over time 59% vs 81% re-
spectively). Both sexes had higher response rates to paper-data than
to e-data (men 79% vs 56%; women 89% vs 70% respectively). Partic-
ipants aged 55 and over responded better to a first invite by post
than by edata (82% vs 60% respectively), as did younger participants
(78% vs 59% respectively).
Discussion: In this study we showed that e-data collection has lower
response rates than paper-data collection in an adult population that
includes people of working age. Results of this study could have
been limited by the study design; randomisation of patients to the
data collection method could have provided more robust data.
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Retention in randomised controlled trials (RCT) can often seem like
the poor cousin in comparison to the time and effort that is put into
recruitment. Trial managers and data coordinators/administrators
often spend inordinate amounts of time and effort collecting partici-
pant reported outcome (PRO) data using different strategies (e.g.
postal questionnaires, reminders etc.). This can be a large burden
upon both the trial budget and time for the trial team.
Within the NIHR HTA-funded SIMS Trial (a pragmatic multi-centred
surgical RCT in female stress urinary incontinence) we evaluated
whether sending A4 or A5 sized questionnaires with identical con-
tent, layout and pagination to participants affected questionnaire re-
tention/response rates.
Objectives: The aim of the study was to determine if the physical
size of the questionnaires affected response rates. We will also con-
sider economic aspects (cost of questionnaires, postage etc.).
Methods: Participants were randomised to receive either A4 or A5
sized postal questionnaire at 15 months post randomisation.
Results: There was no statistically significant difference in response
rates between the A4 and A5 sized questionnaires. 58.70% of partici-
pants receiving an A4 questionnaire responded compared to 52.10%
of those receiving an A5 questionnaire. N = 562, P-value = 0.116
In addition to discussing this result, economic aspects, by question-
naire size, will be presented at the Conference.
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Introduction: In randomised controlled trials it is important to maxi-
mise outcome ascertainment to minimise bias. SIFT (ISRCTN76463425)
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was a multicentre randomised controlled trial run in neonatal units in
the UK and Ireland, investigating two speeds of increasing milk feeding
in 2804 infants with gestational age at birth <32 weeks and/or birth
weight <1500g. Primary outcome was the proportion of infants surviv-
ing without moderate or severe neurodevelopmental disability at 24
months of age, assessed via parent-completed questionnaire.
Methods: Questionnaires were posted 17 days before participants
reached 24 months of age corrected for prematurity. Lack of parental
response triggered two postal reminders and one by phone, with
two weeks between each.
Measures introduced to improve response included contacting par-
ents prior to the questionnaire being posted; offering online ques-
tionnaire completion; a second reminder being accompanied by a
phone call and text message; promotion by Bliss (third sector stake-
holder); sending posters to sites for display in outpatient clinics; and
ultimately an incentive voucher (described elsewhere). Outcome data
were also sourced from routine clinical follow-up appointments at
sites for infants whose parents did not complete the questionnaire.
Results: Response rate prior to all interventions was 51.0%; at data
lock in April 2018 it was 76.5% (p<0.01). The largest increases (6%)
following a single intervention were seen after introducing pre-
questionnaire phone calls (p=0.07) and online completion (p=0.04).
Recruiting sites supplied additional data from 351 routine clinical
follow-up appointments. Primary outcome could be determined for
88.5% of the cohort.
Discussion: Multiple methods of contact, especially phone contact
prior to dispatch of questionnaire and availability of the question-
naire online, may improve response rate to postal questionnaires
among parents of very preterm infants. Over time, promotion by
sites and on social media may also play a role. Missing data can be
supplemented by information from routine sources.
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Background: High levels of retention in clinical trials is essential to
gain robust evidence to guide care. Many approaches have been
used to improve participant retention, but few have been evaluated.
The addition of a monetary incentive has been shown to increase re-
tention, but it is not known whether the point at which an incentive
is given matters. We aimed to determine whether there was a differ-
ence in follow-up trial questionnaires returned when a monetary in-
centive given to trial participants at recruitment (non-conditional),
and when patients were informed at recruitment that the incentive
would be given only once a questionnaire had been returned
(conditional).
Method: This was a sub-study within the Antivirals for influenza-Like
Illness, An rCt of Clinical and Cost effectiveness in primary CarE Trial.
Sites were matched according to previous recruitment or practice list
size. Practice pairs were randomised to giving either a non-
conditional or conditional incentive. Analyses were conducted ac-
cording to randomised group irrespective of compliance. Statistical
significance was assessed at the two-sided 5% level. The primary
analysis was regression adjusted for practice pair with various sensi-
tivity analyses.
Results: Only 28 out of the 42 sites recruited at least one participant
(range 1 to 56) with 10 practice pairs recruiting one or more partici-
pants at both constituent sites. There was no evidence of a differ-
ence in the proportion of questionnaires returned, time taken to
return questionnaires, nor proportion of pages completed, by inter-
vention group (all p>0.05). Findings of the sensitivity analyses yielded
similar findings. The conditional incentive cost approximately £23
less per diary returned.

Discussion: There was no evidence of a difference in questionnaire
returns, nor the time to questionnaire return or completeness. There
was low precision, given the small number of sites which recruited,
and variability between sites in recruitment performance. The condi-
tional approach cost less.

P-183
Pen and Social Incentive Letter Retention Study within a Trial
(SWAT) - An embedded, factorial design randomised controlled
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Introduction: Poor return of questionnaires in randomised con-
trolled trials (RCTs) affects retention rates. This can introduce bias
and thus affect generalisability and validity, with an associated
reduction in statistical power. The objective of this study within a
trial (SWAT) was to assess whether a pen and/or social incentive
text cover letter sent with the 12-month questionnaire increased
postal questionnaire response rates for participants in an RCT. We
aimed to compare the inclusion of a pen in questionnaires with
no pen; and the use of a social incentive text cover letter com-
pared with no cover letter.
Methods: A 2x2 factorial SWAT within the ‘Occupational therapist
home assessment and modification for prevention of falls trial (OTIS)’
host trial. Participants due their 12-month follow-up questionnaire
were randomised to be sent a pen; a social incentive text cover let-
ter; both; or neither. Primary outcome was the proportion of partici-
pants in each group who completed and returned the questionnaire.
Secondary outcomes were time to return and completeness of the
questionnaire, number of reminder letters sent and the cost effect-
iveness. To date 624 participants have been randomised.
Timing of Potential Results: By the time of the conference we will
present findings on questionnaire response rates, time to return and
completeness of the questionnaire, number of reminders and cost ef-
fectiveness. Odds ratios will be calculated and reported, along with
confidence intervals and p values. Adjusted hazard ratio results will
be presented for time to return the questionnaire, and the need for
a reminder.
Potential Relevance and Impact: Our SWAT will add to evidence for
improving retention rates in RCTs. Findings of the pen SWAT will be
combined with results of other SWATs in a meta-analysis to detect
small but cost-effective differences. Evidence for the social incentive
cover letter will need to be replicated in further SWATs.
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Introduction: Attrition is a common feature in clinical trials; higher
attrition rate can affect the statistical power of an RCT and can
undermine the external validity of the study. Therefore, it is import-
ant to evaluate and understand the factors that could affect attrition
so that informed decisions can be made when planning a trial. We
undertook a systematic review and meta-analysis of randomised
studies treating depression to determine attrition, and predictors of
attrition in these RCTs.
Methods:A comprehensive search was undertaken to identify RCTs
of interventions to treat depression. Firstly, Cochrane reviews with
“depression” in the title, abstract or keywords were identified and
were eligible if were published in or after 2005; their scope matched
our review’s eligibility criteria; and their inclusion criteria did not

Trials 2019, 20(Suppl 1):579 Page 53 of 141


	P-1
	P-2 Some practical considerations in the design of multi-arm multi-stage designs
	Jerome Wulff, Nikolaos Demiris
	Cambridge Clinical Trial Unit, Cambridge, United Kingdom


	P-3 The UK plasma based Molecular profiling of Advanced breast cancer to inform Therapeutic CHoices (plasmaMATCH) Trial: A multiple parallel-cohort, phase IIa platform trial aiming to provide proof of principle efficacy for designated targeted therapi...
	Sarah Kernaghan1, Laura Moretti1, Lucy Kilburn1, Katie Wilkinson1, Claire Snowdon1, James Morden1, Iain Macpherson2, Andrew Wardley3, Rebecca Roylance4, Richard Baird5, Alistair Ring6, Nicholas Turner7,  Judith M Bliss1, on behalf of the plasmaMATCH T...
	1Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU), United Kingdom; 2The Beatson West of Scotland Cancer Centre, Glasgow, United Kingdom; 3The Christie NHS Foundation Trust, Manchester, United Kingdom; 4University Coll...


	P-4
	P-5 Optimising hypothesis tests of efficacy in external pilot trials using Bayesian statistical decision theory
	Duncan T. Wilson, Rebecca E. A. Walwyn, Julia Brown, Amanda J. Farrin
	Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, UK


	P-6 Rare Disease Clinical Trials: Using a continuous covariate to allocate patients in a response-adaptive clinical trial
	Holly Jackson
	Lancaster University, United Kingdom


	P-7 Introducing the Adaptive designs CONSORT Extension (ACE) Statement to improve reporting of randomised trials that use an adaptive design
	Munya Dimairo1, Philip Pallmann2, James Wason3,4, Susan Todd5, Thomas Jaki6, Steven A. Julious1, Adrian P. Mander3, Christopher J. Weir7, Franz Koenig8, Marc K. Walton9, Jon P. Nicholl1, Elizabeth Coates1, Katie Biggs1, Toshimitsu Hamasaki10, Michael ...
	1School of Health and Related Research, University of Sheffield, Sheffield, United Kingdom; 2Centre for Trials Research, Cardiff University, Cardiff, United Kingdom; 3MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom; 4Institu...


	P-8 The PITHIA trial: a stepped wedge, cluster randomised, registry based national trial with economic evaluation
	Laura A Pankhurst1, Emma Laing1, Helen L Thomas1, Alison J Deary1, Karla Hemming2, Dominic M Summers3, John OO Ayorinde3, Edward CF Wilson4, Victoria Bardsley5, Desley A H Neil6, Gavin J Pettigrew3
	1Clinical Trials Unit, NHS Blood and Transplant , Cambridge and Bristol, United Kingdom; 2Department of Public Health, University of Birmingham, Birmingham, United Kingdom; 3Department of Surgery, University of Cambridge, Cambridge, United Kingdom; 4H...


	P-9 Issues in the design, analysis, and reporting of factorial trials: a review
	Diana Elbourne1, Brennan C Kahan2, Elaine M Beller3, Michael Tsui4, Vipul Jairath5, Douglas Altman6
	1LSHTM, London, United Kingdom; 2Queen Mary University of London, London, United Kingdom; 3Bond University, New South Wales, Australia; 4Schulich School of Medicine and Dentistry, Ontario, Canada; 5University of Western Ontario, Ontario, Canada; 6Cent...


	P-10 Designing a multi-arm multi-stage trial in progressive multiple sclerosis
	Baptiste Leurent1, Frederik Barkhof2, Olga Ciccarelli2, Arman Eshaghi2, Emma Gray6, Vivien Li5, Jennifer Nicholas1, Nigel Stallard3, James Wason4, Fay Cafferty, Jeremy Chataway2,5
	1London School of Hygiene and Tropical Medicine; 2University College London; 3University of Warwick; 4Newcastle University; 5University College London Hospitals; 6MS Society


	P-11
	P-12 Protocol for a pragmatic cluster randomised controlled trial assessing the clinical effectiveness and cost effectiveness of electronic risk-assessment tools for cancer for patients in general practice (ERICA)
	Raff Calitri1,2, Luke Mounce2, Gary Abel2, John Campbell2, Anne Spencer2, Antonieta Medina-Lara2, Martin Pitt2, Elizabeth Shepard2, Fiona Warren2, Sarah Dean1,2, Willie Hamilton2
	1Exeter Clinical Trials Unit, University of Exeter, Exeter, United Kingdom; 2College of Medicine & Health, University of Exeter, Exeter, United Kingdom


	P-13 Testing the Feasibility of a Complex Intervention for Perinatal Mental Health in The Gambia
	Katie Rose M Sanfilippo1, Victoria Cornelius2, Bonnie McConnell3, Paul Ramchandani4, Ian Cross4, Hassoum Ceesay5, Buba Darboe6, Hajara B Huma5,6, Malick Gaye5,6, Vivette Glover2, Lauren Stewart1
	1Goldsmiths, University of London, London, United Kingdom; 2Imperial College London, London, United Kingdom; 3Australian National University, Canberra, Australia; 4University of Cambridge, Cambridge, United Kingdom; 5National Centre for Arts and Cultu...


	P-14
	P-15
	P-16 Move-It 動起來: Digital worksite exercise in China - outcome and process evaluation
	Holly Blake1,3, Betsy Lai2, Jonathan Houdmont2, Amanda Griffiths2
	1School of Health Sciences, University of Nottingham, Nottingham, United Kingdom; 2School of Medicine, University of Nottingham, Nottingham, United Kingdom; 3NIHR Nottingham Biomedical Research Centre, Nottingham, United Kingdom


	P-17 Improving engagement in a health app: considerations in designing a Micro-Randomised Trial
	Lauren Bell1, Henry Potts2, Elizabeth Williamson1
	1London School of Hygiene and Tropical Medicine, United Kingdom; 2University College London, United Kingdom


	P-18 Issues with missing data in trials of complex interventions: Using therapy non-compliance, we demonstrate a framework for assessing how to deal with the potential bias caused by missing data, a systematic way of determining which pre-/post-random...
	Rachel Holland1, Sabine Landau2
	1KCL, Greater London, United Kingdom; 2KCL, Greater London, United Kingdom


	P-19 Outcome selection and reporting for innovative surgical procedures and devices: a review of current practice in IDEAL/IDEAL-D studies to inform the development of a core outcome set
	Rhiannon Claire Macefield1, Nicholas Wilson1, Kerry NL Avery1, Shelley Potter1,2
	1Bristol Centre for Surgical Research, Bristol Medical School: Population Health Sciences, University of Bristol, Bristol, United Kingdom; 2Bristol Breast Care Centre, North Bristol NHS Trust


	P-20 Managing learning and clustering effects at the design stage in randomised surgical trials: a retrospective cohort of trial funding applications
	Elizabeth Conroy1, Anna Rosala-Hallas1, Jane M Blazeby2, Girvan Burnside1, Jonathan A Cook3, Carrol Gamble1,4
	1Department of Biostatistics, University of Liverpool, a member of Liverpool Health Partners, Liverpool, United Kingdom; 2Centre for Surgical Research, Population Health Sciences, Bristol, United Kingdom; 3Centre for Statistics in Medicine, University...


	P-21 Successful collaboration between a Clinical Trial Unit (CTU) and the National Radiotherapy Trials Quality Assurance (RTTQA) Group to expedite opening a complex phase III trial (PIVOTALboost)
	Clare Cruickshank1, Helen Mayles2, Olivia Naismith3, Nicola Snelson2, Alison Tree4, John Staffurth5, Ann Henry6, Shama Hassan1, Stephanie Brown1, Isabel Syndikus7, Emma Hall1
	1The Institute Of Cancer Research, London, United Kingdom; 2National Radiotherapy Trials Quality Assurance Group, The Clatterbridge Cancer Centre, Wirral, United Kingdom; 3National Radiotherapy Trials Quality Assurance Group, The Royal Marsden NHS Fou...


	P-22 Updating recruitment forecasts via simulations to explore impact of availability of experimental arms in the phase III PIVOTALboost trial
	Nuria Porta1, Vicki Hinder1, Clare Griffin1, Alison Tree1,2, John Staffurth3, Ann Henry4, Shama Hassan1, Stephanie Brown1, Clare Cruickshank1, Isabel Syndikus5, Emma Hall1
	1The Institute of Cancer Research, London, United Kingdom; 2The Royal Marsden NHS Foundation Trust, London, United Kingdom; 3Cardiff University/Velindre Cancer Centre, Cardiff, United Kingdom; 4The Leeds Teaching Hospitals NHS Trust, Leeds, United Kin...


	P-23 The HI-Light trial: facilitating at home self-delivery of narrowband-UVB (NB-UVB) light therapy for people with vitiligo
	Garry Meakin1, Rachel Haines1, Jonathan Batchelor2, Kim Thomas2, Jennifer White1, Joanne Chalmers2, Paul Leighton2
	1Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 2Centre of Evidence Based Dermatology, University of Nottingham, Nottingham, University of Nottingham


	P-24 Defining clusters in primary care: managing blinding and contamination
	Catriona Parker1, Suzanne Hartley1, Michael Holland1, Bonnie Cundill1, Sarah Alderson2, Robbie Foy2, Andrew Clegg3, Amanda Farrin1
	1Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 2Leeds Institute of Health Sciences, University of Leeds, Leeds, United Kingdom; 3Academic Unit of Elderly Care and Rehabilitation, University of Leeds, Leeds/Br...


	P-25 A review of the use of theoretical and implementation frameworks in trials of complex interventions
	Lorelei Jones, Paul Brocklehurst
	University Of Bangor, Bangor, United Kingdom


	P-26 Abstract withdrawn
	P-27 How do we optimise approach and recruitment strategies for inclusion of people with dementia in primary care clinical trials?
	Rebecca Chapman, Sarah Griffiths, Lorna Manger, Ian Sherriff, Siobhan Creanor, Cath Quinn, Val Mann, Richard Byng
	University of Plymouth, United Kingdom


	P-28 Developing quality assurance measures to use in surgical trials: an example from the ROMIO study
	Natalie Blencowe1,2, Anni Skilton1, Rachel Brierley2, C Paul Barham3, Jane Blazeby1,2
	1Centre for Surgical Research, Bristol, UK; 2University Hospitals Bristol NHS Foundation Trust, Bristol, UK; 3CTEU, Bristol, UK


	P-29 How should we proceed from local to national evaluation of complex interventions: Overcoming challenges in scaling up a local primary care prescribing feedback intervention to a national trial – a consensus process
	Sarah Alderson, Amanda Farrin, Robbie Foy
	University Of Leeds, Leeds, United Kingdom


	P-30 Defining follow-up of control practices in a cluster randomized trial of a complex intervention: where to start?
	Sue Stirling1, Allan Clark1, Stanley Musgrave1, Polly-Anna Ashford1, Estelle Payerne1, Jane Smith2, Andrew Wilson1
	1University Of East Anglia Medical School, Norwich, United Kingdom; 2University of Exeter Medical School, Exeter


	P-31
	P-32 Central data monitoring in phase III RCTs in the UKCRC Registered Clinical Trials Units: results from a survey
	Sharon B. Love, Victoria Yorke-Edwards, Sarah Lensen, Matthew R. Sydes
	MRC Clinical Trials Unit at UCL, University College London, United Kingdom


	P-33 Risk-based trial monitoring: Site performance metrics across time
	Victoria Emma Yorke-Edwards, Carlos Diaz-Montana, Konstantina Mavridou, Sarah Lensen, Matthew R. Sydes, Sharon B. Love
	MRC Clinical Trials Unit at UCL, University College London, United Kingdom


	P-34 Assessing the quality of data collection in clinic; lessons from the Wound Healing in Surgical Trauma (WHiST) RCT
	Marta Campolier, Ruth Knight, Louise Spoors, Juul Achten, Matthew Costa
	University of Oxford, Oxford, United Kingdom


	P-35 Approaches to data cleaning in a pilot study: (EMmY) Effectiveness and acceptability of myo-inositol nutritional supplement in the prevention of gestational diabetes: a pilot placebo controlled double blind randomised trial
	James Michael Heighway, Zoe Drymoussi, Doris Lanz, Shakila Thangaratinam
	Barts Research Centre for Women's Health, Queen Mary University of London, Centre for Primary Care and Public Health Barts and The London School of Medicine & Dentistry Yvonne Carter Building 58 Turner Street London E1 2AB, United Kingdom


	P-36 The Validity of Setting Error Rates in Clinical Trials
	Marcus Achison, Andrew N. McKenzie, Simon B. Adamson, Stephanie Haenicke, Vesselin Georgiev, Joana Rocha, Eva Lahnsteiner, Emma J. McKenzie
	TCTU, Dundee University, Dundee, United Kingdom


	P-37 Improving trial eligibility criteria: new methods to enhance fitness-for-purpose
	William J Cragg1, Kathryn McMahon1, Jamie B Oughton1, Rachael Selby2,3, Rachel Sigsworth1, Chris Taylor1, Vicky Napp1
	1Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 2University of Sheffield Medical School, Sheffield, United Kingdom; 3Sheffield Teaching Hospitals NHS Foundation Trust, Sheffield, United Kingdom


	P-38 Opportunities and experiences of accessing pharmaceutical individual patient data for statistical research
	Rachel Phillips1, Victoria Cornelius1, Odile Sauzet2
	1Imperial College London, London, United Kingdom; 2Epidemiologie & International Public Health, Faculty of Health Sciences, Universität Bielefeld, Bielefeld, Germany


	P-39 Managing the paper mountain – systems and processes for tracing, managing and transferring high volume trial data from paper sources
	Karolina Rusiak, Ian Woodrow
	NWORTH CTU - Bangor University, Bangor, United Kingdom


	P-40 Data completeness and quality using an electronic versus paper Case Report Form for collecting surgical data
	Hana Tabusa1, Jessica Harris1, Samir Bellani1, Neil Smart2, Natalie Blencowe3, Charlotte Murkin3, Barnaby Reeves1
	1CTEU Bristol, BTC, University of Bristol, Bristol, United Kingdom; 2Royal Devon and Exeter NHS Foundation Trust, Exeter, United Kingdom; 3Population Health Sciences, Bristol Medical School, University of Bristol, Bristol, United Kingdom


	P-41 AVATAR-AF: Getting to the heart of data management for analysis (5 simple rules to follow to ensure data integrity)
	Nicholas Andrew Johnson, Thiagarajah Sasikaran
	Imperial College London, United Kingdom


	P-42 Routine electronic health records used as participant data in UK randomised trials: The BOSS trial as a case study
	Sharon Love1, Sarah Lensen1, Anna Kilanowski1, Victoria Yorke-Edwards1, Hugh Barr2, Matthew R Sydes1
	1MRC Clinical Trials Unit at UCL, London, United Kingdom; 2GLOUCESTERSHIRE HOSPITALS NHS FOUNDATION TRUST, Gloucester, United Kingdom


	P-43 Blinding in surgical trials: using bespoke online systems to improve blinding
	Elke Gemperle Mannion, Andrew Metcalfe, Jaclyn Brown, Chockalingam Muthiah
	University Of Warwick, United Kingdom


	P-44 Challenges in applying clinical trial standards to routine data. A case study from a randomised controlled trial embedded in a National Clinical Audit
	Rebecca Walwyn1, Suzanne Hartley1, Robbie Foy1, Simon Stanworth2, Amanda Farrin1
	1University Of Leeds, Leeds, United Kingdom; 2NHS Blood & Transplant, Oxford, United Kingdom


	P-45 Different data source, different regulatory and management demands? The use of routinely collected data in a trials unit setting
	Rebecca Cannings-John1, Michael Robling1, Julia Sanders2, Fiona Lugg-Widger1
	1Centre For Trials Research, Cardiff University, Cardiff, United Kingdom; 2School of Healthcare Sciences, Cardiff University, Cardiff, United Kingdom


	P-46 The feasibility of using electronic medical record data in a trial testing approaches to increasing uptake of self-management education programmes for type 2 diabetes in a multi-ethnic primary care setting
	Laura J Gray1, Danielle Bodicoat2, Agnieszka Glab3, Kamlesh Khunti2, Caroline Kristunas1, Sally Schreder3, Melanie J Davies2
	1Department of Health Sciences, University of Leicester, United Kingdom; 2Diabetes Research Centre, University of Leicester, United Kingdom; 3Leicester Diabetes Centre, University Hospitals of Leicester, United Kingdom


	P-47 Obtaining electronic routine resource use data directly from hospitals; experience from the UPSTREAM randomised controlled trial
	Caoimhe Rice1,2, Amanda L Lewis1,2, Sian Noble1, Marcus Drake3,4
	1Population Health Sciences, Bristol Medical School, University of Bristol, Bristol, UK; 2Bristol Randomised Trials Collaboration, Bristol Medical School, University of Bristol, Bristol, UK; 3Translational Health Science, Bristol Medical School, Unive...


	P-48 Use of routinely collected data from electronic health records for outcomes in NIHR HTA trials
	Andrew J. McKay1, Andrew J. Farmer2, Carrol Gamble1, Ashley P. Jones1, Paula R. Williamson1
	1Clinical Trials Research Centre, University of Liverpool, Liverpool, United Kingdom; 2Nuffield Department of Primary Care Health Sciences, University of Oxford, Oxford, United Kingdom


	P-49 Using routine electronic health record data in primary care to describe population demographics and healthcare resource use: lessons from the Candem and CATCH studies to inform future clinical trial design
	Michelle Collinson1, Ellen Mason1, Amanda Farrin1, Laura Ashley2, Graham Brunt3, Alys Griffiths4, June Hennell5, Rachael Kelley4, Suzanne Richards6, Claire Surr4
	1Clinical Trials Research Unit, University Of Leeds, Leeds, United Kingdom; 2School of Social Sciences, Leeds Beckett University, Leeds, United Kingdom; 3Leeds Beckett University Service User and Carer Group, Leeds Beckett University, Leeds, United Ki...


	P-50 Use of electronic routine screening tools to identify clinical trial participants: case of the eFI
	Catriona Parker1, Suzanne Hartley1, Michael Holland1, Bonnie Cundill1, Andrew Clegg2, Amanda Farrin1
	1Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 2Academic Unit of Elderly Care and Rehabilitation, University of Leeds, Leeds/Bradford, United Kingdom


	P-51 Preliminary analyses of anonymised UK hospital episode statistics data to inform a research protocol on surgical management of severe pressure ulcers
	Barnaby Reeves1, Rosie Harris1, Maria Pufulete1, Jess Harris1, Jo Dumville2
	1Bristol Medical School, University of Bristol, Bristol, United Kingdom; 2Division of Nursing, University of Manchester, Manchester, United Kingdom


	P-52 Efficacy, feasibility and acceptability of mHealth technology (SMS) for promoting glycaemic status and self-management among low-income earning adults in Eastern Cape, South Africa
	Eyitayo Omolara Owolabi, Daniel Ter Goon
	University Of Fort Hare, East London, South Africa


	P-53
	P-54 The impact of alternative assumptions on QALY calculations in the presence of missing data
	Catrin O Plumpton, Dyfrig A Hughes
	Bangor University, Bangor, United Kingdom


	P-55 Preventing mental health conditions in children and young adults: a review of the costs of complex interventions and their components
	Joanna C Thorn, Deborah Caldwell, Sarah R Davies, Jennifer C Palmer, Paola Caro, Clare French, Nicky Welton
	University of Bristol, United Kingdom


	P-56 Implementation of an almost paperless trial in the Emergency Setting: The SCIENCE Study (Surgery or Casts for Injuries of the Epicondyle in Children’s Elbows)
	Duncan Appelbe, Louise Spoors, Juul Achten, Matt Costa, Dan Perry
	NDORMS, University of Oxford, Oxfrord, United Kingdom


	P-57 EudraCT Safety Data Input Software Tool
	Simon Bond1,2
	1Cambridge Clinical Trials Unit, Cambridge, United Kingdom; 2Medical Research Council Biostatistics Unit, Cambridge, United Kingdom


	P-58 Development of a web-based investigational medicinal product management (IMP) system to track and account for an IMP in clinical trials: IMP-Track
	Abby Willcox, Samir Bellani, Jonathan Evans, Lucy Culliford, Chris Rogers
	Clinical Trials and Evaluation Unit, Bristol Trials Centre, University Of Bristol, Bristol, United Kingdom


	P-59 Ox-PRiME - Oxford Primary trial Management Environment
	David Dyson, Emma Ogburn, Ly-Mee Yu
	University of Oxford, Oxford, United Kingdom


	P-60 Development of an ‘eSource Storage System’ for capture and storage of electronic source data for large-scale, international, randomized clinical trials
	Michelle Nunn, Alex Baxter, Michael Lay
	Clinical Trial Service Unit (CTSU) and MRC Population Health Research Unit, Nuffield Department of Population Health, University of Oxford, United Kingdom


	P-61 Enabling Blinded Independent Central Review of medical images for the RAMPART trial, with a bespoke, cloud-based, Picture Archiving and Communication System
	Brendan Mauger, Dominic Hague, Benjamin Smith, Carlos Diaz-Montana, Angela Meade
	MRC Clinical Trials Unit at UCL, UCL Institute of Clinical Trials and Methodology, London, United Kingdom


	P-62 Identifying factors limiting accrual and facilitating improvements: experience of using an EDC system to capture screening data
	Loretta Davies, Jonathan Cook, Heidi Fletcher, Beverly Shirkey, Akiko Greshon, ACL SNNAP study team, David Beard
	University Of Oxford, Oxford, United Kingdom


	P-63 Making performance metrics work: Developing a triggered monitoring management system
	Carlos Diaz-Montana, Lindsey Masters, Sharon B Love, Sarah Lensen, Victoria Yorke-Edwards, Matthew R Sydes
	MRC Clinical Trials Unit at UCL, UCL Institute of Clinical Trials and Methodology, London, United Kingdom


	P-64 Using study websites for more than just electronic data capture: gaining trial management efficiencies
	Seonaidh Cotton, Karen Campbell, Karen Innes, Mark Forrest, Graham Devereux
	University Of Aberdeen, United Kingdom


	P-65 Predicting serious adverse events in cardiac surgery patients using real-time vital sign monitoring
	Yi-Da Chiu1,2, Sofia S Villar2, Joanna Clarke1, Jonathan Mackay1
	1Royal Papworth Hospital, Cambridge, United Kingdom; 2MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom


	P-66 The MRC HTMR recruitment working group: Driving recruitment research through collaboration
	Nicola L Harman1, Daisy Elliott2, Carol Gamble1, Katie Gillies3, Helen McAneney4, Alba Realpe2, Leila Rooshenas2, Gillian W Shorter5, members of the HTMR Recruitment Working Group6
	1University of Liverpool, Liverpool, United Kingdom; 2Population Health Sciences, University Of Bristol, Bristol, United Kingdom; 3Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 4Centre for Public Health, School of Me...


	P-67 Embedding a National Clinical Trial into the UK Organ Donation and Transplantation Community: the PITHIA trial
	Emma Laing1, Laura A Pankhurst1, Alison J Deary1, Helen L Thomas1, Dominic M Summers2, John OO Ayorinde2, Karla Hemming3, Sandrine Rendel4, Margaret Stevens5, Victoria Bardsley6, Desley A H Neil7, Gavin J Pettigrew2
	1NHS Blood And Transplant Clinical Trials Unit, Cambridge and Bristol, United Kingdom; 2Department of Surgery, University of Cambridge, Cambridge, United Kingdom; 3Department of Public Health, University of Birmingham, Birmingham, United Kingdom; 4Nuf...


	P-68 Recruitment rates vary when recruiting outside of the UK versus within the UK: Data from the international Tranexamic acid for hyperacute primary IntraCerebral Haemorrhage (TICH-2) study
	Nikola Sprigg, Lisa Woodhouse, Diane Harvard, Lee Haywood, Philip M Bath, on behalf of the TICH-2 Investigators
	Stroke Trials Unit, Division of Clinical Neuroscience, University Of Nottingham, United Kingdom


	P-69 Compensation for trial related injuries: what are we waiting for?
	Ayat Ahmadi, Ehsan Shamsi
	Tehran University of Medical Sciences, Tehran, Iran


	P-70 Establishing the International Prediction of Pregnancy Complication (IPPIC) collaborative network – Harmonising an international database
	John Allotey, Shakila Thangaratinam
	Queen Mary University of London, United Kingdom


	P-71 Identifying and learning from non-commercial trials submitted in a pivotal role in a licensing submission to the European Medicines Agency
	Andrew Embleton, Matthew Sydes, Rick Kaplan, Mahesh Parmar
	MRC Clinical Trials Unit at UCL, London, United Kingdom


	P-72 First specialized center for promoting methodology and adopting regulatory affairs in clinical trials in Iran
	Ayat Ahmadi1, Hamed Hoseini1, Ali Akhlaghi1, Kazem Heidari1, Leila Janani2, Mansoor Shamsipour1
	1Tehran University of Medical Sciences, Tehran, Iran; 2Iran University of Medical Sciences, Tehran, Iran


	P-73 Development of a resource to guide set-up and conduct of international surgical clinical trials
	Julie Croft1, Helen Howard1, Lucy Culliford2, Laura Magill3, Dmitri Nepogodiev3, Deborah Stocken1, Vicky Napp1, Gill Booth1, Julia Brown1
	1Clinical Trials Research Unit, Leeds Institute of Clinical Trials Research, University of Leeds, United Kingdom; 2Clinical Trials and Evaluation Unit Bristol, Bristol Trials Centre, University of Bristol; 3University of Birmingham


	P-74 Impact of a Collaborative Clinical Trials Methodology Course on Trainees’ Funding and Clinical Trials Activity
	Shirley Yang, William Meurer
	University of Michigan Medical School, Ann Arbor, United States


	P-75 Development of a composite outcome measure for frailty prevention trials – derivation and sample size comparison with other candidate measures
	Miles Witham1, James Wason2, Richard Dodds1, Avan Sayer1
	1AGE Research Group, NIHR Newcastle Biomedical Research Centre, Institute of Neuroscience, Faculty of Medical Sciences, Newcastle University and Newcastle Upon Tyne Hospitals Trust, Newcastle, UK; 2Institute of Health and Society, Faculty of Medical S...


	P-76 Assessment of outcomes for inflammatory bowel disease in routine clinical practice: an ethnographic study
	Violeta Razanskaite, Paula Williamson, Bridget Young, Keith Bodger
	University of Liverpool, Liverpool, United Kingdom


	P-77 Measuring speech development in infants: methodological considerations based on experiences within the TOPS trial
	Rachael Cooper1, Elizabeth J Conroy1, Carrol Gamble1, Elisabeth Willadsen2, Christina Persson3, William Shaw4, on behalf of the TOPS trial management group
	1Clinical Trials Research Centre, University of Liverpool, a member of the Liverpool Health Partners, Liverpool, United Kingdom; 2Department of Nordic Studies and Linguistics, University of Copenhagen, Copenhagen, Denmark; 3Institute of Neuroscience a...


	P-78
	P-79
	P-80 A core outcome set for seamless, standardised evaluation and reporting of outcomes throughout the surgical device innovation lifecycle
	Nicholas Wilson, Rhiannon Macefield, Kerry Avery, Shelley Potter
	University Of Bristol, Bristol, United Kingdom


	P-81
	P-82 Ascertainment bias: accounting for differential STI screening frequency in a HIV prevention trial
	Ellen White, on behalf of the PROUD study group
	MRC Clinical Trials Unit at UCL, London, United Kingdom


	P-83 Objective measurement of participants’ physical activity: use of accelerometry in e-coachER - a randomised controlled trial of web-based support in exercise referral schemes
	Wendy Ingram1, Lisa Price2, Brian Wainman1, Rod Taylor2, Adrian Taylor1
	1Peninsula Clinical Trials Unit, Plymouth, United Kingdom; 2University of Exeter, Exeter, United Kingdom


	P-84 Sample size calculation based on win ratio approach
	Sirui Zheng, Duolao Wang, Tao Chen, Luis Cuivas
	Liverpool School of Tropical Medicine, Liverpool, United Kingdom


	P-85 A discrete choice experiment to measure public preferences for genetic testing to prevent adverse drug reactions
	Danielle Johnson1, Andrea Jorgensen1, Dyfrig Hughes2, Sir Munir Pirmohamed1
	1University Of Liverpool, Liverpool, United Kingdom; 2Bangor University, Bangor, United Kingdom


	P-86 Public involvement beyond clinical research studies
	Laura Flight1, Susan Baxter1, Samaira Khan1,2
	1School of Health and Related Research, University of Sheffield, United Kingdom; 2NIHR Research Design Service, Yorkshire and the Humbe


	P-87 Co-designing a virtual world with young service users to deliver social cognition therapy
	Doctor Alba Realpe1, Farah Elahi2, Doctor Sandra Bucci3,6, Max Birchwood2, Ivo Vlaev4, David Taylor5, Doctor Andrew Thompson2,7
	1Population Health Sciences, University Of Bristol, Bristol, United Kingdom; 2Mental Health and Wellbeing Division, Warwick Medical School, University of Warwick, Coventry, United Kingdom; 3Greater Manchester Mental Health NHS, Foundation Trust, Manch...


	P-88 The benefit of a Lived Experience Advisory Panel (LEAP) in the design and conduct of a clinical trial into depression
	Yvette Walters1, Niamh Quann1, Eleanor Taylor1, John Gledhill2, Peter Bates2, Rachel Hobson1, Richard Morriss2
	1University Of Leicester Clinical Trials Unit, Leicester, United Kingdom; 2University of Nottingham, Nottingham, United Kingdom


	P-89 Uptake of interventions to communicate results of a phase III randomised controlled trial to participants: early results from the Show RESPECT study (ISRCTN96189403)
	Annabelle South1, Cara Purvis1, Ania Spurdens1, Elizabeth James1, Carlos Diaz-Montana1, Matthew R. Sydes1, William J. Cragg1,2, Katie Gillies3, Sierra Santana1, Nalinie Joharatnam-Hogan1, Archie MacNair1, Andrew J. Copas1
	1MRC Clinical Trials Unit at UCL, London, United Kingdom; 2Clinical Trials Research Unit, Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 3Health Services Research Unit, University of Aberdeen, Aberdeen, United...


	P-90 MAMMO-50 - Working with the patients to enable multiple types of data collection within a clinical trial
	Maria Ramirez1, Andrea Marshall1, John Lindley1, Asha Bhandari1, Annie Young1, Maggie Wilcox2, Sophie Gasson1, Peter Donnelly3, Andy Evans4, Janet Dunn1
	1Warwick Clinical Trials Unit, Coventry, United Kingdom; 2ICPV, London, United Kingdom; 3South Devon Healthcare NHS Foundation Trust, Torquay, United Kingdom; 4Ninewells Medical School, Dundee, United Kingdom


	P-91
	P-92 PIRRIST: Patient and public involvement (PPI) to enhance recruitment and retention in surgical trials
	Joanna C. Crocker1,2, Jennifer Bostock3, Shaun Treweek4, Nicola Farrar5, Alan Chant3, Jonathan A. Cook6, Polly Kerr2, Sian Rees7, Louise Locock1,4, Kerry Woolfall8, Sophie Olszowski9, Richard Bulbulia10,11
	1Health Experiences Research Group, Nuffield Department of Primary Care Health Sciences, University of Oxford, Oxford, United Kingdom; 2National Institute for Health Research (NIHR) Oxford Biomedical Research Centre, Oxford, United Kingdom; 3Patient/L...


	P-93 Patient and Public Involvement & Engagement in UKCRC Registered Clinical Trials Units – A Scoping Exercise
	Heather Bagley1, Steven Blackburn2, Claire L Vale3, Delia Muir4, Cally Rick5, John Cleland6, Kym Thorne7, Laura Mader8, Daniel Beever9, Adwoa Parker10
	1Liverpool Trials Collaborative, University of Liverpool, Liverpool, United Kingdom; 2Research Institute for Primary Care and Health Sciences, Keele University, Keele, United Kingdom; 3 MRC Clinical Trials Unit at Univerisity College London, London, U...


	P-94 Research nurse and patients perspective on innovative early phase trial designs
	Aimee Jackson, Ceri Armstrong, Faye Lowe, Christina Yap
	Universtiy Of Birmingham, Birmingham, United Kingdom


	P-95 Using Stakeholder Focus Groups in a Qualitative Study of the Acceptability, Feasibility and Design of a Randomised Trial – PARCS Feasibility Study
	Cushla Cooper1, Joanna Crocker2, Naomi Merrit1, Molly Glaze1, Jonathan Cook1
	1SITU, NDORMS, University of Oxford, Oxford, United Kingdom; 2Dept of Primary Care, University of Oxford, Oxford, United Kingdom


	P-96 What methods are used to involve patients and the public in numerical aspects of research? A scoping review
	Beatriz Goulao, Marion Campbell, Katie Gillies, Craig Ramsay
	Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom


	P-97 Public Involvement in a study to improve patient empowerment in musculoskeletal care using an online health portal: The MSK-Tracker
	Steven Blackburn1, Katie Tempest1, Kay Stevenson1, Krysia Dziedzic1, Stephanie Tooth2, Jonathan Hill1
	1Research Institute for Primary Care and Health Sciences, Keele University, Keele, United Kingdom; 2Keele Clinical Trials Unit, Keele University, Keele, United Kingdom


	P-98 A framework for embedding meaningful Patient and Public Involvement in PROMS development
	Steven Blackburn, Annette Bishop, Jonathan Hill, Krysia Dziedzic
	Research Institute for Primary Care and Health Sciences, Keele University, Keele, United Kingdom


	P-99 Raising the Standards of Public Involvement in Clinical Trials
	Steven Blackburn1, Carol Rhodes1, Adele Higginbottom1, Laura Campbell1, Research User Group1, Nadine Foster2, Krysia Dziedzic1
	1Research Institute for Primary Care and Health Sciences, Keele University, Keele, United Kingdom; 2Keele Clinical Trials Unit, Keele University, Keele, United Kingdom


	P-100 Linking involvement and engagement in clinical trials research: a year in the life of a public involvement partnership
	Katie Banister, Katie Gillies, Craig Ramsay, Members of the HSRU Public Involvement Partnership
	Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom


	P-101 Improving the Induction of PPI Contributors on Trial Oversight Committees
	Emily Pickering1,2, Conor Tweed3, Bec Hanley3
	1University College London, London, United Kingdom; 2Imperial College London, London, United Kingdom; 3Medical Research Council Clinical Trials Unit at University College London, London, United Kingdom


	P-102 Hard to reach or easy to ignore - the use of social media and community engagement in ROSHNI2
	Farah Lunat1, Nusrat Husain2, Peter Bower2, Nadeem Gire1, Nafeesa Bhatti1, Anharul Islam1, Maariya Lorgat1, Afsana Tutla1, Wajid Malik3
	1Lancashire Care NHS Foundation Trust, United Kingdom; 2University of Manchester, United Kingdom; 3Stafford NHS Trust, United Kingdom


	P-103 Considerations for statistical analysis when QALYs are a co-primary endpoint in a large phase II/III randomised controlled trial
	Kara-Louise Royle1, Adam Martin2, David Meads2, Walter Gregory1, Lucy McParland1
	1Clinical Trials Research Unit, Leeds Institute of Clinical Trials, University of Leeds, Leeds, United Kingdom; 2Academic Unit of Health Economics, Leeds Institute of Health Sciences, University of Leeds, Leeds, United Kingdom


	P-104 Measuring patient reported outcomes in the POSNOC trial: strategies employed to promote high quality data return
	Kathryn Monson1, Dame Lesley Fallowfield1, Valerie Jenkins1, Wei Tan2, Shirley May1, Clare Brittain2, Shabina Khan2, Amit Goyal3
	1SHORE-C, Brighton & Sussex Medical School, University of Sussex, Brighton, United Kingdom; 2Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 3Department of Surgery, Royal Derby Hospital, Derby, United Kingdom


	P-105 How often should outcomes be measured in eczema clinical trials?
	Beth Stuart1, Laura Howells2, Joanne Chalmers2, Kim Thomas2
	1University of Southampton, United Kingdom; 2University of Nottingham, United Kingdom


	P-106
	P-107 Do study participants complete electronic questionnaires?
	Lucy A Culliford1, Eleanor Gidman1, Emma Hopkins1, Rachel Maishman1, Graziella Mazza1, Terrie Walker-Smith1, Jane M Blazeby2, Chris A Rogers1
	1CTEU Bristol, BTC, Translational Health Sciences, Bristol Medical School, United Kingdom; 2Bristol Centre for Surgical Research, Population Health Sciences, Bristol Medical School, United Kingdom


	P-108 Variation and poor reporting on the measurement of patient-reported outcomes can hinder the interpretation of study findings: a case study using the WOMAC measure
	Bethan Copsey1, Jacqueline Y Thompson1,2, Karan Vadher1,3, Usama Ali1, Susan J Dutton1, Ray Fitzpatrick1, Sarah E Lamb1, Jonathan A Cook1
	1University of Oxford, United Kingdom; 2University of Birmingham, United Kingdom; 3Eli Lilly, United Kingdom


	P-109 Considerations in implementing an electronic patient reported outcome (ePRO) system
	Rebecca Lewis, Elizabeth Hill, Claire Snowdon, Emma Hall, Judith Bliss
	The Institute of Cancer Research, London, United Kingdom


	P-110 A hospital-integrated symptom monitoring system for patients after discharge following surgery: a pilot study in cancer-related surgery
	Rhiannon Macefield1, Hollie S. Richards1, Kerry N. L. Avery1, Amanda Portal1, Ruth Harding2, Trudy Reed2, Katy A. Chalmers1, Rob Carter3, Kate Absolom3, Rishi Singhal4, Galina Velikova3, Jane M. Blazeby1
	1Bristol Centre for Surgical Research, Bristol Medical School: Population Health Studies, University of Bristol, Bristol, United Kingdom; 2University Hospitals Bristol NHS Foundation Trust, Division of Surgery., Bristol, United Kingdom; 3Patient Repor...


	P-111 Chronic Headache Education and Self-management Study (CHESS) – Smartphone Application
	Chloe Norman, Shilpa Patel, Martin Underwood
	University Of Warwick, Coventry, United Kingdom


	P-112 Patient reported experiences collected in the PERSEPHONE Herceptin duration trial
	Janet A Dunn1, Maggie Wilcox2, Sophie Gasson1, Louise Hiller1, Claire Hulme4, Peter Hall, Bethany Shinkins4, Helena Earl3
	1University Of Warwick, Coventry, United Kingdom; 2Independent Cancer Patient Voice, London, United Kingdom; 3University of Cambridge, Cambridge, United Kingdom; 4University of Leeds, Leeds, United Kingdom; 5University of Edinburgh, Edinburgh, United ...


	P-113 Telephone interviews versus postal questionnaires in rehabilitation and clinical care clinical trials
	Ranjit Lall, Katie Booth
	Warwick Clinical Trials Unit, Coventry, United Kingdom


	P-114
	P-115 Priority safety data issues in late phase clinical trials: A qualitative approach from an academic clinical trials unit
	Genevieve Helen Wills, Alejandro Arenas-Pinto, David Dunn, Ruth Goodall
	MRC Clinical Trials Unit at UCL, London, United Kingdom


	P-116
	P-117
	P-118 Successfully optimising trial recruitment via embedded qualitative studies: what’s different about paediatric surgical trials in urgent care?
	Bridget Young1, Francis Sherratt1, Lucy Beasant2, Esther Crawley2, Nigel Hall3
	1University of Liverpool, Liverpool, United Kingdom; 2University of Bristol, Bristol, United Kingdom; 3University of Southampton, Southampton, United Kingdom


	P-119 User-focused research to identify the benefits of digital tools for the recruitment and retention in trials: A qualitative study
	Amanda Jane Blatch-Jones1, Abby Bull1, Jacqui Nuttall2, Gareth Griffiths2, Jeremy Wyatt3
	1NIHR Evaluation Trials and Studies Coordinating Centre, Southampton, United Kingdom; 2Southampton Clinical Trials Unit, University of Southampton, Southampton, United Kingdom; 3Wessex Institute, Faculty of Medicine, University Of Southampton, Southam...


	P-120 Inside a trial: contextualising outcomes within participant experience of living with multiple sclerosis
	Fiona Margaret Harris1, Selina Doran2, Kirsteen Goodman2, Suzanne Hagen2, Sean Treweek3, Christine Norton4, John Norrie5, Peter Donnan6, Sarkis Manoukian7, Doreen McClurg2
	1NMAHP Research Unit, University Of Stirling, Stirling, United Kingdom; 2NMAHP Research Unit, Glasgow Caledonian University, Glasgow, United Kingdom; 3Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 4Faculty of Nursing...


	P-121 Participant views of taking part in a tailored cancer awareness intervention: Preliminary participant interview findings from the Awareness and Beliefs About Cancer Trial (ABACus3)
	Yvonne Moriarty1, Harriet Quinn-Scoggins2, Fiona Wood2, Julia Townson1, Kate Brain2, Vasiliki Kolovou1
	1Centre for Trials Research, Cardiff University, Cardiff, United Kingdom; 2Division of Population Medicine, School of Medicine, Cardiff University, Cardiff, United Kingdom


	P-122 When is enough enough? Patient, relative, and health care professionals experiences of research information provision in the intensive care unit
	Katie Paddock1, Lucy Frith1, Carrol Gamble2, Ingeborg Welters3,4, Kerry Woolfall1, Bridget Young1
	1Department of Health Services Research, Institute of Population Health Sciences, University of Liverpool, Liverpool, United Kingdom; 2Department of Biostatistics, Institute of Translational Medicine, University of Liverpool, Liverpool, United Kingdom...


	P-123
	P-124 Developing a measure of participant experience in randomised trials: qualitative study of trial participant and professional perspectives
	Nicola Small1, Claire Planner1, Ailsa Donnelly1, Caroline Sanders1, Katie Gillies2, Katrina Turner3, Bridget Young4, Peter Bower1
	1University of Manchester, United Kingdom; 2University of Aberdeen, United Kingdom; 3University of Bristol, United Kingdom; 4University of Liverpool, United Kingdom


	P-125 Recruitment observed and recruitment experienced – exploring the differences: qualitative study
	Nicola Farrar1, Jenny Donovan1, Daisy Elliott1, Marcus Jepson1, Leila Rooshenas1, Bridget Young2
	1Population Health Sciences, University of Bristol, Bristol, United Kingdom; 2Institute of Population Health Sciences, University of Liverpool, Liverpool, UK


	P-126 Negotiating uncertain findings; using process evaluation to support the interpretation of randomised controlled trials
	Paul Leighton1, Jo Chalmers1, Garry Meakin1, Rachel Haines1, Kim Thomas1, Jennifer White1, Jonathan Batchelor1, Miriam Santer2
	1University Of Nottingham, Nottingham, United Kingdom; 2University of Southampton, Southampton, United Kingdom


	P-127 Informed consent in the context of surgical innovation: A qualitative study of stakeholders’ views
	Jez Zahra, Daisy Elliott, Sangeetha Paramasivan, Kerry Avery, Sian Cousins, Natalie Blencowe, Barry Main, Jane Blazeby
	National Institute for Health Research Bristol Biomedical Research Centre, United Kingdom


	P-128 Recruitment methods for sarcopenia trials – lessons from the LACE randomised controlled trial
	Margaret Band1, Cheryl Hume1, Kristina Pilvynte1, Marcus Aitchison1, Karen Smith1, Alison Avenell2, Paul Kemp3, Peter Donnan1, Adrian Hapca1, Allan Struthers4, Deepa Sumukadas5, Jacob George4, Miles Witham1,6
	1Tayside Clinical Trials Unit, University of Dundee, Dundee, United Kingdom; 2Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 3National Heart and Lung Institute, Imperial College, London, United Kingdom; 4School of Med...


	P-129 SWAT: Can social media advertising enhance trial recruitment?
	Fay Chinnery1, Nick Francis2, Gareth Griffiths1, Paul Little3, Ingrid Muller3, Jacqui Nuttall1, Matt Ridd4, Beth Stuart3, Tracey Sach5, Irene Soulsby6, Karen Thomas6, Kim Thomas7, Alison Layton8, Miriam Santer3, Louise Stanton1
	1Southampton Clinical Trials Unit, University of Southampton, UK; 2Division of Population Medicine, Cardiff University, UK; 3Primary Care and Population Sciences, University of Southampton, UK; 4Population Health Sciences, University of Bristol, UK; 5...


	P-130
	P-131 Overcoming recruitment challenges in the ABACus3 cancer awareness intervention directed at the most socioeconomically disadvantaged groups in Yorkshire and South-Wales, UK
	Vasiliki Kolovou, Louise Padgett, Sioned Owen, Yvonne Moriarty, Stephanie Gilbert, Harriet Quinn-Scoggins, Julia Tonwson, Kate Brain
	Centre For Trials Research, Cardiff University, Cardiff, United Kingdom


	P-132 Managing and predicting recruitment for external pilot studies: could predictions have been better? A review of NWORTH data 2006-2018
	Zoe Hoare
	Bangor University, Bangor, United Kingdom


	P-133 ELECtric Tibial nerve stimulation to Reduce Incontinence in Care homes. Findings from the ELECTRIC trial pilot
	Joanne Booth, Catriona O'Dolan, Lisa Macaulay
	Glasgow Caledonian University, Glasgow, United Kingdom


	P-134 Assessing the impact of site engagement on patient recruitment
	Furrah Hussain1, Marcus Achison1, Clare Clarke1, James Chalmers2
	1Tayside Clinical Trials Unit, University of Dundee, Dundee, United Kingdom; 2Department of Respiratory Medicine, University of Dundee, Dundee, United Kingdom


	P-135 Common problems recruiting to trials or specific challenges? A qualitative evaluation of factors affecting recruitment into a randomised controlled trial of foster care training
	Gwenllian Moody, Mike Robling, Elinor Coulman, Lucy Brookes-Howell, Rebecca Cannings-John, Sue Channon, Mandy Lau, Alyson Rees, Jonathan Scourfield, Jeremy Segrott
	Cardiff University, United Kingdom


	P-136 Net Casting Recruitment in Personalised medicine for Asthma ConTrol
	Pauline Armory1, Roberta Littleford1, Somnath Mukhopadhyay2, Kristina Pilvinyte1
	1Tayside Clinical Trials Unit, Dundee, United Kingdom; 2Royal Alexandra Children's Hospital, Brighton & Sussex Medical School, Brighton, United Kingdom


	P-137 Recruitment to the RAndomised IroN Deficiency anaemia management Pilot (RAINDroP)
	Fiona McLaren-Neil1, Pauline Armory1, Phyo Kyaw Myint2, Claire Jones1, Amanda Cardy3
	1University Of Dundee, Dundee, United Kingdom; 2University of Aberdeen, Aberdeen, United Kingdom; 3NHS Research Scotland Primary Care Network


	P-138 A qualitative content analysis of education and training interventions for recruiters to trials
	Hannah Delaney1,2,4, Declan Devane1,2, Andrew Hunter2,3, Valerie Smith4
	1Health Research Board-Trials Methodology Research Network (HRB-TMRN), National University of Ireland, Galway; 2School of Nursing and Midwifery, National University of Ireland, Galway; 3Qualitative Research inTrials Centre (QUESTS), National Universit...


	P-139
	P-140 Pragmatic design adaptation in response to recruitment challenges
	Nuria Porta1, Rebecca Lewis1, Steven Penegar1, Hugh Mostafid2, Emma Hall1
	1The Institute of Cancer Research, London, United Kingdom; 2Royal Surrey County Hospital NHSFT, Guildford, United Kingdom


	P-141 Monitoring changes in recruitment rate over time
	Rosie Harris, Abby Willcox, Hana Tabusa, Jessica Harris, Barnaby Reeves
	CTEU Bristol, BTC, University of Bristol, Bristol, United Kingdom


	P-142 Participants declining participation in the TOPSY study: lessons learned for good clinical practice from a process evaluation
	Carol Bugge1, Melanie Dembinsky1, Rohna Kearney3,5, Aethele Khunda4, Margaret Graham1, Kirsteen Goodman2, Lynn Melone2, Suzanne Hagen2
	1University Of Stirling, Stirling, United Kingdom; 2Glasgow Caledonian University, Glasgow, United Kingdom; 3Warrell Unit, St. Mary's Hospital, Manchester University Hospitals NHS Foundation Trust, Manchester Academic Health Science Centre, Manchester...


	P-143 The effect of the method of invitation on recruitment of participants from GP practices to a trial of a smoking reduction intervention: a study within a trial
	Helen Hancocks1, Jennie King1, Alex Gude1, Lynn Callaghan1, Shaun Treweek2, Wendy Ingram1, Tom Thompson1, Adrian Taylor1, Siobhan Creanor1
	1Faculty of Health: Medicine, Dentistry and Human Sciences, University of Plymouth, Plymouth, United Kingdom; 2Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom


	P-144 A successful strategy for recruiting participants not in a care pathway to a CTIMP on time and to target
	Anne Francis, Cathy Ball, Vicki Barber, Denise Condon, Heather Marie O'Connor, Susan J Dutton, Sarah Lamb, Jagdeep Nanchahal
	University Of Oxford, Oxford, United Kingdom


	P-145 A Concept Analysis of ‘trial recruitment’ using a modified Hybrid Model
	Hannah Delaney1,2, Declan Devane1, Andrew Hunter1, Shaun Treweek3, Carrol Gamble4, Nicola Mills5, Valerie Smith2
	1School of Nursing and Midwifery, National University of Ireland Galway, Ireland; 2School of Nursing and Midwifery, University of Dublin, Trinity College Dublin, Ireland; 3Health Services Research Unit, University of Aberdeen, Scotland; 4Clinical Tria...


	P-146 Innovative recruitment methods in surgical trials, a case study: Surgery Alone in Low Rectal cancer (SAILOR)
	Kym Thorne1, Amy Richards1, Dean Harris2
	1Swansea University Medical School, swansea, United Kingdom; 2Swansea Bay University Health Board, swansea, United Kingdom


	P-147 Game of Stones: A feasibility randomised controlled trial of narrative short message system (SMS) and financial incentive interventions to support weight loss in men with obesity
	Matthew McDonald1, Stephan U Dombrowski2, Marjon van der Pol3, Mark Grindle4, Alison Avenell3, Paula Carroll5, Eileen Calveley1, Andrew Elders6, Nicola Glennie1, Cindy M Gray7, Fiona M Harris1, Adrian Hapca8, Claire Jones8, Frank Kee9, Michelle McKinl...
	1University Of Stirling, United Kingdom; 2University of New Brunswick, New Brunswick, Canada; 3University of Aberdeen, Aberdeen, UK; 4University of Highlands and Islands, Inverness, UK; 5Men's Health Forum, Ireland; 6Glasgow Caledonian University, Gla...


	P-148 Recruitment and retention of people with Dementia to a complex clinical trial: Lessons from the Journeying through Dementia trial
	Ben Thomas1, Emma Young2
	1The University of Sheffield, Sheffield, United Kingdom; 2The University of Sheffield, Sheffield, United Kingdom


	P-149 Challenges of recruiting into a complex intervention trial (PD COMM)
	Cally Rick1, Christina Smith2, Pui Au3, Max Hughes3, Sarah Tearne3, Sylvia Dickson4, Avril Nicholl4, Marian Brady4, Natalie Ives3, Smitaa Patel3, Rebecca Woolley3, Patricia Masterson-Algar5, Chris Burton5, Carl Clarke3,6, Cath Sackley1,7
	1University Of Nottingham, Nottingham, UK; 2University College London, London, UK; 3University of Birmingham, Birmingham, UK; 4Glasgow Caledonian University, Glasgow, UK; 5University of Bangor, Bangor, UK; 6Sandwell and West Birmingham Hospitals NHS T...


	P-150 Surgical fixation versus non-operative management for patients with stable thoracolumbar fractures: PRESTO - a feasibility study
	Liz Cook1, Elizabeth Coleman1, Arabella Scantlebury1, Alison Booth1, Catherine Hewitt1, Belen Corbacho1, Amar Rangan1, Joy Adamson1, Arun Ranganathan2, Almas Khan3, Sashin Ahuja4, David J Torgerson1, Catriona McDaid1
	1York Trials Unit, University of York, York, United Kingdom; 2Bart's Health NHS Trust, London, United Kingdom; 3Leeds Teaching Hospitals NHS Trust, Leeds, United Kingdom; 4Cardiff & Vale University Health Board, Cardiff, United Kingdom


	P-151 Support through Mobile Messaging and digital health Technology for Diabetes (SuMMiT-D) feasibility trial: strategies and data collection for monitoring of rapid recruitment in a primary care setting
	Evgenia Riga1, Ly, Mee Yu1, David Judge1, Carmelo Velardo2, Yuan Chi2, Andrew Farmer1, The SuMMiT-D Collaborative Group1
	1Nuffield Department of Primary Care Health Sciences, University of Oxford, Oxford, United Kingdom; 2Department of Engineering Science, University of Oxford, Oxford, United Kingdom


	P-152 Recruitment and randomisation for group therapy interventions: challenges and experience from mental health trials at the Institute of Psychiatry, Psychology and Neuroscience (IoPPN)
	Dominic Stringer, Laura Potts, Andrew Pickles, Kimberley Goldsmith, Sabine Landau, Ioannis Bakolis
	Institute of Psychiatry, Psychology and Neuroscience, King's College London, United Kingdom


	P-153 Why do some research studies fall short of their predicted recruitment rate?
	Rachel C Brierley, Maria Pufulete, Jessica Harris, Hana Tabusa, Abby Willcox, Holly Mckeon, Lucy Culliford
	Clinical Trials and Evaluation Unit, Bristol Trials Centre, University of Bristol, Bristol, United Kingdom


	P-154 Establishing and augmenting acceptability of the Fever trial: a mixed methods feasibility study
	Elizabeth Deja1, Mark Peters9, Imran Khan2, Paul Mouncey2, Rachel Agbeko3, Blaise Fenn4, Jason Watkins4, Padmanabhan Ramnarayan5, Shane Tibby6, Kentigern Thorburn7, Lyvonne Tume8, Kathryn Rowan2, Kerry Woolfall1
	1North West Hub for Trials Methodology Research, University of Liverpool, Liverpool, United Kingdom; 2Clinical Trials Unit, Intensive Care National Audit & Research Centre, London, United Kingdom; 3Paediatric Intensive Care Unit, Great North Children'...


	P-155 Use of an active run-in period in a phase III cancer clinical trial: The Add-Aspirin trial experience
	Fay H Cafferty, Komel Khabra, Nalinie Joharatnam, Tessa Dibble, Gemma Sancha, Alex Robbins, Ruth E Langley
	MRC CTU at UCL, London, United Kingdom


	P-156
	P-157 Research in a Hostile Environment: Challenges of recruitment and follow-up in an Emergency Department trial
	Sarah Campbell1, Rebecca Chapman1, Edward Carlton2
	1Peninsula Clinical Trials Unit, Plymouth, United Kingdom; 2North Bristol NHS Trust, Bristol, United Kingdom


	P-158 Does a video clip enhance recruitment into a parenting trial? Evidence from a study within a trial (SWAT)
	Holly Mattock1, Rachael Ryan1, Christine O'Farrelly1, Daphne Babalis2, Paul Ramchandani1
	1Centre for Psychiatry, Imperial College London, London, United Kingdom; 2Imperial Clinical Trials Unit, London, United Kingdom


	P-159 Successes and challenges of recruiting in nursing and residential care homes: Lessons learned from the ELECTRIC trial
	Jo Booth, Catriona O'Dolan, Lisa Macaulay, Jacqueline Gray
	Glasgow Caledonian University, Glasgow, United Kingdom


	P-160 PROMoting THE USE of SWATs (PROMETHEUS): Routinely embedding recruitment and retention interventions within randomised trials
	Adwoa Parker1, Catherine Arundel1, David Beard2, Peter Bower3, Paul Brocklehurst5, Elizabeth Coleman1, Cindy Cooper4, Lucy Culliford4, Declan Devane7, Sandra Eldridge8, Richard Emsley9, Sandra Galvin7, Catherine Hewitt1, Alan Montgomery10, Chris Sutto...
	1The University Of York, United Kingdom; 2University of Oxford, Oxford, United Kingdom; 3University of Manchester, Manchester, United Kingdom; 4The University of Sheffield, Sheffield, United Kingdom; 5Bangor University, Bangor, United Kingdom; 6Univer...


	P-161 What use is an external pilot study?
	Sandra Eldridge1, Christine Bond2, Mike Campbell3, Claire Chan1, Sally Hopewell4, Gill Lancaster5, Lehana Thabane6
	1Queen Mary University of London, United Kingdom; 2University of Aberdeen, Aberdeen, United Kingdom; 3University of Sheffield, Sheffield, United Kingdom; 4University of Oxford, Oxford, United Kingdom; 5Keele University, Keele, United Kingdom; 6McMaste...


	P-162 Recruiting women during pregnancy and childbirth to clinical trials – the barriers and enablers of trial recruiters: a qualitative evidence synthesis
	Vivienne Hanrahan1, Linda Biesty2, Katie Gillies3
	1National University of Ireland Galway, Galway, Ireland; 2National University of Ireland Galway, Galway, Ireland; 3University of Aberdeen, Aberdeen, Scotland


	P-163 Understanding and addressing recruitment challenges in a thoracic anaesthesia randomised controlled trial (RCT)
	Caroline Wilson1, Marcus Jepson1, Fang Gao-Smith2
	1Bristol Medical School, University of Bristol, Bristol, United Kingdom; 2Institute of Inflammation and Ageing Centre of Translational Inflammation Research, University of Birmingham, Birmingham, United Kingdom


	P-164 Recruitment strategies and screening yields in the Hypertension Approaches in the Elderly: a Lifestyle Study (The HAEL Study)
	Daniel Umpierre, Lucas P. Santos, Cíntia Botton
	Universidade Federal Do Rio Grande Do Sul, Porto Alegre, Brazil


	P-165 What proportion of ethically approved randomised clinical trials can be found in a trial registry?
	Benjamin Speich1,2, Dmitry Gryaznov2, Viktoria GLoy2, Kimberly A. Mc Cord2, Arnav Agarwal3, Benjamin Kasenda2, Matthias Briel2
	1Centre for Statistics in Medicine, Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences, University of Oxford, United Kingdom, Oxford, United Kingdom; 2Basel Institute for Clinical Epidemiology and Biostatistics, Department ...


	P-166 Establishing minimum sample size requirements for stroke rehabilitation randomised controlled trials (RCTs) using the Barthel Index (BI) or modified Rankin Scale (mRS) as outcome measures
	Kris McGill1,2, Jon Godwin3, Cath Sackley1, David Gavaghan4, Marian C Brady2
	1King's College London, London, United Kingdom; 2NMAHP Research Unit, Glasgow Caledonian University, Glasgow, Scotland; 3Glasgow Caledonian University, Glasgow, Scotland; 4University of Oxford, Oxford, United Kingdom


	P-167 Incorporating estimated correlation between baseline and follow-up measurements into sample size calculations in randomised trials: Efficient design or type 2 error risk?
	Charlie Welch, Lydia Flett, David Torgerson
	York Trials Unit, United Kingdom


	P-168 Using data from a systematic review to establish whether a core outcome set is required for studies assessing the effectiveness of interventions to manage non-respiratory sleep disturbances in children with neurodisabilities
	Catriona McDaid1, Adwoa Parker1, Arabella Scantlebury1, Caroline Fairhurst1, Vicky Dawson3, Heather Elphick4, Catherine Hewitt1, Gemma Spiers2, Megan Thomas5, Bryony Beresford1
	1University Of York, York, United Kingdom; 2Newcastle University, Newcastle Upon-Tyne, United Kingdom; 3The Children’s Sleep Charity, Doncaster, United Kingdom; 4Sheffield Children’s NHS Foundation Trust, Sheffield, United Kingdom; 5Blackpool Teaching...


	P-169
	P-170
	P-171 The impact of UK cancer trials: Lessons from the 2014 Research Excellence Framework Assessment (REF)
	Catherine Hanna1, Lauren Gatting2, Rob Jones1, Katie Robb2
	1CRUK CTU, University of Glasgow, Glasgow, United Kingdom; 2Institute of Health and Wellbeing, University of Glasgow, Glasgow, United Kingdom


	P-172 Are feasibility studies fairly funded? A review of studies conducted in a UKCRC registered Trials Unit
	Cassandra Lucy Brookes1, Nishal Bhupendra Jaicim1, Ana Suazo di Paola1, Rachel Hobson1, Shaun Barber1,2, Gavin Murphy1,3
	1Leicester Clinical Trials Unit, University of Leicester, Leicester, United Kingdom; 2NIHR Research Design Service for the East Midlands, Department of Health Sciences, University of Leicester, Leicester, UK; 3Department of Cardiovascular Sciences, Un...


	P-173 Methodological aspects of the ISDR RCT: Investigating individualised variable interval screening for diabetic retinopathy in a screening population
	Christopher Paul Cheyne1, Deborah M Broadbent1,2, Tracy Moitt1, Lolade Howard1, Sue Howlin1, Kate Silvera1, Duncan Appelbe3, Mehrdad M Rahni1, Irene M Stratton4, Marilyn James5, Amu Wang1, Paula R Williamson1, Simon P Harding1,2, Marta García-Fiñana1
	1University Of Liverpool, Liverpool, United Kingdom; 2Royal Liverpool University Hospital, Liverpool, United Kingdom; 3University of Oxford, Oxford, United Kingdom; 4Gloucestershire Retinal Research Group, Cheltenham, United Kingdom; 5University of No...


	P-174 Under-representation in Clinical Trials: Participants with rare diseases, reporting and awareness
	Helen McAneney
	Centre for Public Health, Queen's University Belfast, Belfast, United Kingdom


	P-175 Participant and site-level factors associated with missing data in palliative care trials: an individual participant level data analysis
	Jamilla Akhter Hussain1, David C Currow2, Miriam J Johnson1, Martin Bland3, Prof Ian R White4
	1Wolfson Palliative Care Research Centre, Hull, United Kingdom; 2IMPACCT, Sydney, Australia; 3University of York, York, United Kingdom; 4MRC Clinical Trials Unit at UCL, London, United Kingdom


	P-176 Improving engagement with trial participant newsletters using theory-based enhancements: results of a randomised Study Within A Trial (SWAT)
	Karen Bracken1, Camille E Short3, Andrew Vincent3, Gary Wittert2
	1NHMRC Clinical Trials Centre, University of Sydney, Sydney, Australia; 2Freemasons Foundation Centre for Men's Health, Adelaide Medical School, University of Adelaide, Adelaide, Australia; 3SAHMRI, University of Adelaide, Adelaide, Australia


	P-177 Development of participant-centred interventions to enhance retention in randomised controlled trials: a theory-informed study
	Rumana Newlands1, Shaun Treweek1, Justin Presseau2, Eilidh Duncan1, Peter Bower3, Jim Elliott4, Margaret Ogden1, Mary Wells5, Miles Witham6, Bridget Young7, Graeme MacLennan1, Jill Frances8, Katie Gillies1
	1Health Services Research Unit, University Of Aberdeen, Aberdeen, United Kingdom; 2Clinical Epidemiology Program Ottawa Hospital Research Institute, Ottawa, Canada; 3Division of Population Health, Health Services Research & Primary Care (L5), Universi...


	P-178
	P-179 Moving to direct electronic capture of patient-reported data: lessons from the UKSTAR trial
	Susan Wagland, Juul Achten, Matthew Costa
	NDORMS, University of Oxford, Oxford, United Kingdom


	P-180 Trial questionnaire response rates - Is bigger better?
	Tracey Davidson, David Cooper
	University Of Aberdeen, Aberdeen, United Kingdom


	P-181 Managing follow-up among parents of very pre-term infants: methods to improve questionnaire response rate
	Madeleine Hurd1, Ursula Bowler1, Jon Dorling2, Samantha Johnson3, Ed Juszczak1, Oliver Hewer1
	1NPEU Clinical Trials Unit, Nuffield Department of Population Health, University Of Oxford, Oxford, United Kingdom; 2IWK Health Centre, Halifax, Canada; 3University of Leicester, Leicester, United Kingdom


	P-182 Conditional versus Non-Conditional Incentives to Maximise Return of Postal Questionnaires in Clinical Trials: A Randomised Study Within a Trial
	Johanna Cook, Christopher Butler, Jonathan Cook, Emily Bongard, Carl Heneghan
	University of Oxford, Oxford, United Kingdom


	P-183 Pen and Social Incentive Letter Retention Study within a Trial (SWAT) - An embedded, factorial design randomised controlled trial to investigate whether the inclusion of a pen and/or social incentive text cover letter included with the 12-month ...
	Sophie James, Adwoa Parker, David Torgerson
	York Trials Unit, University of York, York, United Kingdom


	P-184 Factors that affect attrition in RCTs for the treatment of depression
	Saleema Selwiyn Rex1, David White2, Robin Chatters2, Mike Bradburn2
	1York Trials Unit, University of York, York, United Kingdom; 2Clinical Trials Research Unit, University Of Sheffield, Sheffield, United Kingdom


	P-185 Methods to improve follow up procedures in a sexual health study [safetxt]
	Kimberley Potter, Lauren Jerome, Megan Knight, Christina Sparks, Zahra Jamal, Rosemary Knight, Ona McCarthy, Melissa Palmer, Caroline Free
	London School Of Hygiene And Tropical Medicine, United Kingdom


	P-186 Assessing attrition in Randomised Control Trials, the identification of attrition risk factors and the challenges of poor reporting: A comparison of reports from 2013 and 2018
	Anna Kearney1, Anna Rosala-Hallas2, Naomi Rainford2, Jane M Blazeby3, Mike Clarke4, Athene J Lane3, Paula R Williamson1, Carrol Gamble1
	1North West Hub for Trials Methodology Research and Clinical Trials Research Centre, Department of Biostatistics, University of Liverpool, United Kingdom; 2Clinical Trials Research Centre, Department of Biostatistics, University of Liverpool, United K...


	P-187 Generating collaborative relationships for a successful trial follow-up
	Alpana Ghadge, Rebecca Brown, Karen Bracken
	NHMRC Clinical Trials Centre, University of Sydney, Camperdown, Australia


	P-188 Maximising follow up rates of patient reported outcome measures: a study within a trial (SWAT) - results from the LoTS2Care Feasibility Trial
	Lauren Moreau1, Ivana Holloway1, Seline Ozer2, Anne Forster2, Claire Hulme3, Suzanne Hartley1, Richard Brindle1, Amanda J. Farrin1
	1Clinical Trials Research Unit, Leeds Institute of Clinical Trials Research, University Of Leeds, Leeds, United Kingdom; 2Academic Unit of Elderly Care and Rehabilitation, Bradford Institute for Health Research, Bradford Teaching Hospitals NHS Foundat...


	P-189 Maximising participant retention in a randomised prevention trial
	Rachel H Haines1, Joanne R Chalmers2, Richard Swinden1, Lucy E Bradshaw1, Alan M Montgomery1, Hywel C Williams2
	1Nottingham Clinical Trials Unti, Nottingham, United Kingdom; 2Centre of Evidence Based Dermatology, Nottingham, United Kingdom


	P-190
	P-191
	P-192 A novel application of the matched nested case-control design in the secondary analysis of clinical trial data
	Christopher Partlett1,2, Nigel Hall3, Alison Leaf2,4, Ed Juszczak2, Louise Linsell2
	1Nottingham Clinical Trials Unit, Nottingham, United Kingdom; 2National Perinatal Epidemiology Unit, Oxford, United Kingdom; 3University of Southampton, Southampton, United Kingdom; 4University of Bristol, Bristol, United Kingdom


	P-193 Applying mixed models and quantile regression for a trial of breast care nurse delivered cognitive behavioural therapy (CBT) intervention to reduce the impact of hot flushes in women with breast cancer using partially nested data
	Laura Day1, Tom Maishman1, Kayleigh Anne Hill1, Debbie Fenlon2, Myra Hunter3, Jacqui Nuttall1, Gareth Griffiths1
	1Southampton Clinical Trials Unit, University of Southampton, Southampton, United Kingdom; 2Department of Nursing, College of Human and Health Sciences, Swansea University, Swansea, United Kingdom; 3Institute of Psychiatry, Psychology & Neuroscience, ...


	P-194 Analysis of duration of remission as an intention-to-treat analysis with application to the TURING trial
	Wendi Qian1, Andrea Machin1, Megan Griffith2, Lisa Willcocks3
	1Doctor, Cambridge, United Kingdom; 2Renal Unit, Hammersmith Hospital, Imperial College London, London, United Kingdom; 3Cambridge University Hospital NHS Foundation Trust, Cambridge, United Kingdom


	P-195 Controlled multiple imputation: an accessible flexible tool for estimating hypothetical estimands in clinical trials
	Suzie Cro1, Susan Chan2,3, Victoria Cornelius1
	1Imperial College London, London, United Kingdom; 2Guy’s and St. Thomas’ NHS Foundation Trust, London, United Kingdom; 3King’s College London School of Life Course Sciences & School of Immunology & Microbial Sciences, London, United Kingdom


	P-196
	P-197 Use of time-varying covariate in assessing disease remission in the early and late phases of treatment with application to RITAZAREM trial
	Marianna Nodale
	Cambridge Clinical Trials Unit, Cambridge, United Kingdom


	P-198 Defining protocol deviations in a pragmatic non-inferiority trial of potassium control after Coronary Artery Bypass Grafting
	Elizabeth Allen1, Diana Elbourne1, Joanna Sturgess1, Richard Evans1, Ruth Canter1, Matthew Dodd1, Ben O'Brien2
	1Lshtm, London, United Kingdom; 2St Bartholomew's Hospital & Barts Heart Centre, London, United Kingdom


	P-199 Error rate control in perpetual platform trials
	David S Robertson1, James M S Wason1,2
	1MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom; 2University of Newcastle, Newcastle, United Kingdom


	P-200 Options and challenges of analysing data from recruitment intervention studies A lesson from MRC START Hi-Light data analysis
	Wei Tan, Trish Hepburn
	University of Nottingham, nottingham, United Kingdom


	P-201 Effect-based traffic light progression criteria for pilot studies
	Gareth Mccray, Martyn Lewis, Kieran Bromley, Gillian Lancaster
	Keele University, United Kingdom


	P-202 A simulation study to compare longitudinal methods for the analysis of randomised trials and the implications for sample size calculation
	Bethan Copsey, Susan J Dutton, Ray Fitzpatrick, Sarah E Lamb, Jonathan A Cook
	University of Oxford, United Kingdom


	P-203 Allowance for learning and clustering effects in the design and analysis of multicentre randomised trials: current practice and experiences
	Elizabeth J Conroy1, Jane M Blazeby2, Girvan Burnside1, Jonathan A Cook3, Carrol Gamble1,4
	1Department of Biostatistics, University of Liverpool, a member of Liverpool Health Partners, Liverpool, United Kingdom; 2Centre for Surgical Research, Population Health Sciences, University of Bristol, Bristol, United Kingdom; 3Centre for Statistics ...


	P-204 An Independent Patient Data Meta Analysis to compare adjuvant therapies in patients suffering with Pancreatic Cancer
	Rebecca Griffin1, Eftychia-Eirini Psarelli1, Paula Ghaneh1, John Neoptolemos2, Richard Jackson1
	1Liverpool Clinical Trials Unit, Liverpool University, Liverpool, United Kingdom; 2University of Heidelberg, Heidelberg, Germany


	P-205 Joint Modelling for longitudinal measures of marker CA19-9 and survival data in patients with pancreatic cancer
	Silvia Cicconi1, Paula Ghaneh1, John Neoptolemos2, Ruwanthi Kolamunnage-Dona1, Richard Jackson1
	1University Of Liverpool, Liverpool, United Kingdom; 2University of Heidelberg, Heidelberg, Germany


	P-206
	P-207 Joint modelling of multiple primary outcomes in clinical trials with missing data
	Victoria Vickerstaff1,2, Rumana Z. Omar3, Gareth Ambler3
	1Marie Curie Palliative Care Research Department, University College London, United Kingdom; 2Research Department of Primary Care and Population Health, University College London, United Kingdom; 3Department of Statistical Science, University College ...


	P-208 Real Time Continuous Glucose Monitoring in Neonatal Intensive Care (REACT): statistical challenges from the REACT trial
	Annabel Allison1, Simon Bond1, Kathryn Beardsall2, Catherine Guy2, Beatrice Pantaleo1, Lynn Thomson2
	1Cambridge Clinical Trials Unit, Cambridge, United Kingdom; 2Department of Paediatrics, School of Clinical Medicine, University of Cambridge, Cambridge, United Kingdom


	P-209 Review of reporting of time to event analyses and the proportional hazards assumption in meta-analysis
	Ashma Krishan1, Nicky Welton2, Catrin Tudur-Smith1
	1Department of Biostatistics, University of Liverpool, United Kingdom; 2Population Health Sciences, University of Bristol, United Kingdom


	P-210 Simulation study of the impact of including hypothesis tests for differential biomarker cohorts in a comparative clinical trial in oncology
	Marion Procter
	Frontier Science Scotland (Ltd), Kincraig, Kingussie, United Kingdom


	P-211 Outcome assessment by central adjudicators in randomised stroke trials: simulation of differential and non-differential misclassification
	Peter J Godolphin1, Philip M Bath2, Alan A Montgomery1, NA on behalf of the Adjudicating Outcomes in Stroke Trials Collaboration NA3
	1Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 2Division of Clinical Neuroscience, University of Nottingham, Nottingham, United Kingdom; 3NA, group authorship, NA, NA


	P-212 A better method to analyse modified Rankin Scale in the out-of-hospital cardiac arrest patients
	Yujin Lee, Chen Ji
	Warwick Clinical Trials Unit, Coventry, United Kingdom


	P-213 A weighted Cox model for the identification of predictive markers in oncology
	Richard Jackson, Trevor Cox
	Liverpool Cancer Trials Unit, Liverpool, UK


	P-214 Abstract withdrawn
	P-215 Maximising detection of mediated effects: information incorporation via Bayesian and Longitudinal mediation models
	Kimberley Goldsmith1, Milica Miocevic3, Trudie Chalder1, Rona Moss-Morris1, Hazel Everitt2
	1King's College London, London, United Kingdom; 2University of Southampton, Southampton, United Kingdom, 3Utrecht University, Utrecht, The Netherlands


	P-216 Comparisons of different concentration–response models in the thorough QT studies
	Huanyuan Luo1, Jorg Taubel2,3, Tao Chen1, Duolao Wang1
	1Liverpool School of Tropical Medicine, Liverpool, United Kingdom; 2Richmond Pharmacology Limited, London, United Kingdom; 3St George's University of London, London, United Kingdom


	P-217 Using expert opinions to inform subgroup analyses in clinical trials: example of a bayesian analysis of the VeRDiCT trial
	Russell Thirard1, Raimondo Ascione2, Chris Rogers1
	1Clinical Trials and Evaluation Unit, School of Clinical Sciences, University of Bristol, United Kingdom; 2Bristol Heart Institute, University of Bristol, Bristol, United Kingdom


	P-218 A comparison of statistical methods to compensate for missing data in longitudinal cluster-randomised controlled trials
	Courtney McDermott1, Mary Codd1, Ricardo Segurado1, Barbara Dooley2
	1University College Dublin, School of Public Health, Physiotherapy, and Sports Science, Ireland; 2University College Dublin, School of Psychology, Ireland


	P-219 Treatment effect adjusting for baseline covariates: a curious case of selection bias
	Arijit Sinha
	Roche Products Limited, Welwyn Garden City, United Kingdom


	P-220 Simple correction of admixed RNA samples using cancer purity information
	Jules Hernández-sánchez
	Roche Products Ltd, Welwyn Garden City, United Kingdom


	P-221
	P-222 A new instrument to assess the credibility of effect modification analyses (ICEMAN) in randomized controlled trials and meta-analyses
	Stefan Schandelmaier1,2, Matthias Briel1,2, Ravi Varadhan3, Christopher H Schmid4, Niveditha Devasenapathy5, Rodney A Hayward6, Joel Gagnier7, Michael Borenstein8, Geert JMG van der Heijden9, Issa Dahabreh4, Xin Sun10, Willi Sauerbrei11, Michael Walsh...
	1University Hospital Basel, Basel, Switzerland; 2McMaster University, Hamilton, Canada; 3Johns Hopkins University, Baltimore, USA; 4Brown University, Providence, USA; 5Indian Institute of Public Health - Delhi , New Delhi, India; 6University of Michig...


	P-223 On the need to adjust for multiplicity in confirmatory clinical trials with master protocols
	Nigel Stallard1, Susan Todd2, Deepak Parashar1,3,4, Peter K Kimani1, Lindsay A Renfro5
	1Warwick Medical School, University of Warwick, Coventry, United Kingdom; 2Department of Mathematics and Statistics, University of Reading, Reading, United Kingdom; 3The Alan Turing Institute, London, United Kingdom; 4Warwick Cancer Research Centre, U...


	P-224 Clinical utility of the EMPiRE prediction model using Decision Curve Analysis (DCA)
	John Allotey1, Borja Fernandez2, Javier Zamora1,2, Khalid Khan1, Shakila Thangaratinam1
	1Queen Mary University of London, United Kingdom; 2Unidad De Bioestadística Clínica. Hospital Ramón Y Cajal, Spain


	P-225 Designing a study to evaluate the impact of the PREP models for predicting complications in early onset pre-eclampsia
	John Allotey, Ratna Sohanpal, Chiamaka Esther Amaefule, Khalid Khan, Shakila Thangaratinam
	Queen Mary University of London, United Kingdom


	P-226
	P-227 Bayesian Statistics in the design and analysis of cluster randomised controlled trials and their reporting quality: a methodological systematic review
	Benjamin Gary Jones1, Adam Streeter1, Amy Baker1, Rana Moyeed2, Siobhan Creanor1,3
	1Medical Statistics, Faculty of Health: Medicine, Dentistry and Human Sciences, University of Plymouth, Plymouth, United Kingdom; 2School of Computing, Electronics and Mathematics, Faculty of Science and Engineering, University of Plymouth, Plymouth, ...


	P-228 Statistical approaches to adjust for the use of rescue medication in randomised controlled trials
	Anca Maria Chis Ster, Victoria Cornelius, Suzie Cro
	Imperial College London, London, United Kingdom


	P-229 Designing early phase studies for individual participant data (IPD) meta-analysis (MA)
	Rebecca Playle1, Polyxeni Dimitropoulou1, Rachel McNamara1, David Linden2, Vincent Poile1, Gareth Watson1, Kerry Hood1
	1Cardiff University, Cardiff, Wales; 2Maastricht University, Maastricht, The Netherlands


	P-230 Evaluation of the effectiveness of an incentive strategy on the questionnaire response rate in parents of premature babies. A randomised controlled Study Within A Trial (SWAT) nested within SIFT
	Ed Juszczak1, Christopher Partlett2, Louise Linsell1, Catherine Rounding1, Jon Dorling3, Madeleine Claire Hurd1, Oliver Hewer1
	1National Perinatal Epidemiology Unit, Nuffield Department of Population Health, University Of Oxford, Oxford, United Kingdom; 2Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 3IWK Health Centre, Halifax, Canada


	P-231 Accounting for treatment heterogeneity in systematic reviews of trials of complex interventions
	Alexandra Wright-hughes1, Rebecca Walwyn1, Amanda Farrin1, David Cotrell2
	1Clinical Trials Research Unit, Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 2Leeds Institute of Health Sciences, University of Leeds, Leeds, United Kingdom


	P-232 Sample size of four clusters-per-arm as a rule of thumb for pilot cluster-randomised controlled trials
	Jen Lewis, Steven Julious
	Scharr, University of Sheffield, Sheffield, United Kingdom


	P-233 Exploring challenges in trials with surgical versus non-surgical intervention comparators: a qualitative evidence synthesis
	Loretta Davies1, David Beard1, Jonathan Cook1, Andrew Price1, Francine Toye2
	1University Of Oxford, Oxford, United Kingdom; 2Oxford University Hospitals NHS Foundation Trust, Oxford, United Kingdom


	P-234 Systematic review of prospective studies comparing different monitoring strategies in clinical intervention studies
	Katharina Klatte1, Sharon B Love2,3, Matt R Sydes2, Hannah Ewald4, Pascal Benkert1, Nicole Bruni1, Patricia Arnaiz1, Christiane Pauli-Magnus1, Matthias Briel1
	1Department Of Clinical Research University Hospital Basel, Basel, Switzerland; 2Institute of Clinical Trials & Methodology, University College London, London, United Kingdom; 3Centre for Statistics in Medicine, Nuffield Department of Orthopaedics, Rh...


	P-235 Bayesian Adaptive Design in Phase III Clinical Trials: A Gap between Theory and Practice
	Sidong Li, Yang Wang, Yanyan Zhao, Wei Li
	State Key Laboratory of Cardiovascular Disease, Fuwai Hospital, National Center for Cardiovascular Diseases, Peking Union Medical College & Chinese Academy of Medical Sciences, Beijing 100037, China., Beijing, China


	P-236 Missing Tumor Measurement (TM) Data in the Search for Alternative TM-based Endpoints in Cancer Clinical Trials
	Sumithra Mandrekar1, Fang-Shu Ou1, Jun Tang3, Ming-Wen An2
	1Mayo Clinic, Rochester, United States; 2Vassar College, New York, United States; 3University of Iowa, Iowa City, United States


	P-237 Evaluation of importance of international collaboration and data provision consistency: a case study (LI1 trial)
	Ian Thomas1, Mike Dennis2, Robert Hills3, Selman Mirza1, Laura Upton1
	1Cardiff University, Cardiff, United Kingdom; 2The Christie NHS Trust, Manchester, United Kingdom; 3University of Oxford, Oxford, United Kingdom


	P-238 A proposed review of selected clinical trial protocols and publications to better understand the inadequate reporting of safety data
	Genevieve Helen Wills, Alejandro Arenas-Pinto, David Dunn, Ruth Goodall
	MRC Clinical Trials Unit at UCL, London, United Kingdom


	P-239 The Use of Serious Adverse Event Data in Safety Analyses
	Elizabeth Catherine James1, Adrian Cook1, Matthew Sydes1, David Dunn1, Andrew Clamp2,3
	1MRC CTU at UCL, London, United Kingdom; 2The Christie NHS Foundation Trust, Manchester, United Kingdom; 3University of Manchester, Manchester, United Kingdom


	P-240 Lessons learned: evaluation of a centralised system of safety blood monitoring within a multicentre randomised placebo-controlled clinical trial
	Holly Ennis, Catriona Keerie
	Edinburgh Clinical Trials Unit, Usher Institute, University of Edinburgh, Edinburgh, United Kingdom


	P-241 Provisioning, Support and Training in UK Academic Multicentre Trials
	Matt Hammond1, Claire West1, Matt Nankivell2
	1Norwich Clinical Trials Unit (UEA), Norwich, United Kingdom; 2University College London, London, United Kingdom


	P-242 Trial data access: the trials and tribulations of implementing a new approach within a CTU
	Victoria Emma Yorke-Edwards, Sharon B. Love, Sarah Lensen, Carlos Diaz-Montana, Mahesh K.B. Parmar, Matthew R. Sydes
	MRC Clinical Trials Unit at UCL, University College London, United Kingdom


	P-243 What kinds of things matter for judging how well a trial site is performing?
	Zoë Skea1, Shaun Treweek1, Julie Turzanski2
	1Health Services Research Unit, University of Aberdeen, United Kingdom; 2University of Nottingham, United Kingdom


	P-244 Digital Tools for More Efficient Conduct of RCTs: Trials Unit Survey
	Jacqueline Nuttall1, Athene Lane2, Amanda Blatch-Jones1, Gareth Griffiths1, Jermey Wyatt1
	1University of Southampton, Southampton, United Kingdom; 2University of Bristol, Bristol, United Kingdom


	P-245 Lessons learnt from a multi-centre Type 3 surgical trial
	Katie Biggs1, Daniel Hind1, Mike Bradburn1, Lizzie Swaby1, Steven Brown2
	1University Of Sheffield, Sheffield, UK; 2Sheffield Teaching Hospitals NHS Trust, Sheffield, UK


	P-246 Challenges in the design, planning and implementation of trials evaluating group interventions
	Katie Biggs1, Daniel Hind1, Rebecca Gossage-Worrall1, Kirsty Sprange2, David White1, Jessica Wright1, Robin Chatters1, Katherine Berry3, Diana Papaioannou1, Mike Bradburn1, Stephen J Walters1, Cindy L Cooper1
	1ScHARR, University of Sheffield, Sheffield, UK; 2NCTU, University of Nottingham, Nottingham, UK; 3School of health Sciences, University of Manchester, Manchester, UK


	P-247 Delivering site set-up training to groups of sites versus individually: a randomised study within a trial
	Eleanor Mitchell1, Alan Montgomery1, Garry Meakin1, Rachel Haines1, Reuben Ogollah1, Chris Partlett1, Kate Walker1, Jon Dorling2, Shalini Ojha3, on behalf of the FEED1 Collaborative Group
	1Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 2Dalhousie University, Halifax, Canada; 3Division of Graduate Entry Medicine & Medical Sciences, University of Nottingham, Nottingham, United Kingdom


	P-248 Making a challenging trial possible: Lessons from the Emergency Department led EcLiPSE trial
	Kerry Woolfall1, Louise Roper1, Mark. D Lyttle4, Carrol Gamble5, Amy Humphreys5, Shrouk Messahel3, Elizabeth Lee3, Joanne Noblet3, Helen Hickey5, Naomi E.A Rainford5, Anand Iyer2, Richard Appleton2
	1University of Liverpool, United Kingdom; 2Neurology Department Alder Hey Children’s NHS Foundation Trust, United Kingdom; 3Emergency Department, Alder Hey Children’s NHS Foundation Trust, United Kingdom; 4Emergency Department, Bristol Royal Hospital ...


	P-249 Considerations when implementing a new biological sample collection in an open clinical trial
	Steven Penegar1, Rebecca Lewis1, Andrew Feber4, Hugh Mostafid2, Margaret A Knowles3, Emma Hall1
	1The Institute of Cancer Research, London, United Kingdom; 2Royal Surrey County Hospital NHSFT, Guildford, United Kingdom; 3University of Leeds, Leeds, United Kingdom; 4University College London, London, United Kingdom


	P-250 Case study of implementation of an urgent safety measure
	Lee Priest2, Hilary Critchley3, Lee Middleton2, Maxwell Feltham2, Mary Ann Lumsden4, Jane Daniels1
	1University of Nottingham Clinical Trials Unit, Nottingham, United Kingdom; 2University of Birmingham Clinical Trials Unit, Birmingham, United Kingdom; 3University of Edinburgh, MRC Centre for Reproductive Health, Edinburgh, United Kingdom; 4Universit...


	P-251 Automation of clinical trial statistical monitoring
	Laura Collett, Eleanor Gidman, Chris Rogers
	University Of Bristol, Bristol, United Kingdom


	P-252 Central monitoring of clinical trials: a survey of current practice
	Holly Emily Mckeon, Lucy Culliford, Rachel Brierley, Jessica Harris, Maria Pufulete, Hana Tabusa, Abby Willcox, Chris Rogers
	University Of Bristol, Bristol, United Kingdom


	P-253 Do consent procedures differ when recruiting outside of the UK versus within the UK: data from the international Tranexamic acid for hyperacute primary IntraCerebral Haemorrhage (TICH-2) study
	Lisa Jane Woodhouse, Philip M Bath, Nikola Sprigg
	University Of Nottingham, Nottingham, United Kingdom


	P-254 Sequence balance minimisation: new minimisation procedure for clinical trials using unequal treatment allocation ratios
	Vichithranie Madurasinghe, Sandra Eldridge
	Queen Mary University London, United Kingdom


	P-255 Bringing together the “pieces of the puzzle”: a qualitative study of how trainee research networks and collaborators can work together to optimise trial conduct
	Clare Clement1, Karen Coulman1, Thomas Pinkney2, Jane Blazeby1, Natalie Blencowe1, Nick Heywood3, Jonathan Cook4, Richard Bulbulia4, Tony Marson5, Alejandro Arenas-Pinto6, Athene Lane1
	1University of Bristol, United Kingdom; 2University of Birmingham, United Kingdom; 3Manchester University National Health Service Foundation Trust, United Kingdom; 4University of Oxford, United Kingdom; 5Liverpool University, United Kingdom; 6Universi...


	P-256 Engaging surgical trainees to optimise clinical trials: a qualitative evaluation of how trainee research collaboratives achieve success
	Clare Clement1, Karen Coulman1, Thomas Pinkney2, Jane Blazeby1, Natalie Blencowe1, Nick Heywood3, Jonathan Cook4, Richard Bulbulia4, Tony Marson5, Alejandro Arenas-Pinto6, Athene Lane1
	1University of Brisol, United Kingdom; 2University of Birmingham, United Kingdom; 3Manchester University National Health Service Foundation Trust, United Kingdom; 4University of Oxford, United Kingdom; 5Liverpool University, United Kingdom; 6Universit...


	P-257 A systematic literature review of site staff training methods in clinical trials
	Athanasia Gravani, Andrew Beswick, Chris Rogers, J Athene Lane
	University Of Bristol, Bristol, United Kingdom


	P-258 The challenges of conducting an online paediatric study (Teen Online Problem Solving for adolescents who have survived a brain injury in the UK: a feasibility study (TOPS-UK)
	Alison Jeffery1, Jonny Wilks1, Siobhan Mitchell2, Laura Cocking1, Janet Smithson2, Anna Adlam2
	1Peninsula Clinical Trials Unit, Plymouth University, Plymouth, United Kingdom; 2Department of Psychology, Exeter University, Exeter, United Kingdom


	P-259 Designing and implementing an individually-randomised trial in the presence of a substantial risk of contamination
	Chris J Sutton1, Denise Forshaw2, Emma Neil2, Lois H Thomas2
	1The University of Manchester, Manchester, United Kingdom; 2University of Central Lancashire, Preston, United Kingdom


	P-260 Conducting trials in public health settings: lessons from the Optimising Family Engagement in HENRY (OFTEN) cluster randomised controlled trial
	Michelle Collinson1, Wendy Burton1, Julia Brown1, Amanda Farrin1, Robbie Foy2, Suzanne Hartley1, Jane Nixon1, Kim Roberts3, Harry Rutter4, June Stevens5, Sandy Tubeuf6, Maria Bryant1
	1Clinical Trials Research Unit, University of Leeds, Leeds, United Kingdom; 2Leeds Institute of Health Sciences, University of Leeds, Leeds, United Kingdom; 3HENRY Head Office, 8 Elm Place, Old Witney Road, Eynsham, United Kingdom; 4Department of Soci...


	P-261 The importance of continued follow-up in cancer trials: results from the TEAMM myeloma trial assessing the benefit of 12 weeks levofloxacin prophylaxis on febrile episodes or deaths
	Gulnaz Iqbal1, Mark Drayson2, Stella Bowcock3, Tim Planche4, Janet Dunn1
	1University Of Warwick, Coventry, United Kingdom; 2University of Birmingham, Birmingham, United Kingdom; 3Kings College Hospital NHS Trust, United Kingdom; 4University of London, United Kingdom


	P-262 Challenges of running a cancer trial with multiple primary tumour sites – ICR-CTSU experience based on the CORE trial
	Natasha Iles1, Lucy Kilburn1, Zaynah Gurreebun1, Christy Toms1, Anna Kirby2, Merina Ahmed2, Nicholas Van As2, Vincent Khoo2, Emma Hall1
	1The Institute of Cancer Research Clinical Trials and Statistics Unit, Sutton, United Kingdom; 2The Royal Marsden NHS Foundation Trust, London, United Kingdom


	P-263 Challenges of using electronic real time measuring devices in randomised controlled trials
	Seonaidh Cotton, Victoria Bell, Shaun Treweek, Steve Turner
	University Of Aberdeen, Aberdeen, United Kingdom


	P-264 What impact does form re-design and user testing have on consent form completion errors?
	Peter Knapp1, Peter Bower2, Caroline Fairhurst3, Jenny Roche3, ISDR Study Team4
	1University Of York & The Hull York Medical School, United Kingdom; 2University of Manchester, UK; 3University Of York, UK; 4University of Liverpool, United Kingdom


	P-265 An assessment of feasibility and cost-effectiveness of remote monitoring on a multicentre observational study
	Jennifer Murphy, Margarita Durkina, Puja Jadav, Gaia Kiru
	Imperial Clinical Trials Unit, Imperial College London, United Kingdom


	P-266 50% of the participants from 20% of the recruitment sites?
	Seonaidh Cotton, Anne Duncan, Karen Innes, Gordon Fernie, Tracey Davidson, Susanne Breeman
	University Of Aberdeen, United Kingdom


	P-267 Collaborative CTU Monitoring Survey
	Karen Martin, Sara Yeats, Andrea Corkhill
	Southampton Clinical Trials Unit, Southampton, United Kingdom


	P-268 Challenges of conducting trials across multiple clinical specialities
	Chris A Rogers, Sarah Baos, Lucy Culliford, Maria Pufulete, Ben Gibbison
	University of Bristol, Bristol, United Kingdom


	P-269 Risk of bias and implication for sample size of an urgent safety measure requiring trial recruitment suspension
	Lee Middleton1, Hilary Critchley2, Lee Priest1, Peter Brocklehurst1, Jane Daniels3
	1University of Birmingham Clinical Trials Unit, Birmingham, United Kingdom; 2University of Edinburgh, MRC Centre for Reproductive Health, Edinburgh, United Kingdom; 3University of Nottingham Clinical Trials Unit, Nottingham, United Kingdom


	P-270 Recruiting to time and target: experiences from the ERIC-PPCI trial
	Alexander Perkins1, Richard Evans1, Derek Yellon2, Rajesh Kharbanda3, Matt Dodd1, Tim Clayton1, Derek Hausenloy4
	1London School of Hygiene and Tropical Medicine, London, United Kingdom; 2The Hatter Institute, University College of London, London, United Kingdom; 3John Radcliffe Hospital, University of Oxford, Oxford, United Kingdom; 4Duke-NUS Medical School, Sin...


	P-271 Engaging surgical trainees in Orthopaedic, NIHR Portfolio, multicentre randomised controlled trials
	Gemma Greenall1, Cushla Cooper1, Christopher, P. Bretherton2, Alexander Martin2, Jonathan Gower3, Siôn Glyn-Jones1,2
	1Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences (NDORMS), University Of Oxford, Headington, United Kingdom; 2Oxford University Hospitals NHS Foundation Trust, Headington, United Kingdom; 3NIHR Comprehensive Clinical Res...


	P-272 On-site monitoring of primary outcomes is important in primary care clinical trials: Benefits of Aldosterone Receptor Antagonism in Chronic Kidney Disease (BARACK-D) Trial a case study
	Louise Jones, Emma Ogburn, Ly-Mee Yu, Nargis Begum, Aaron Long, F D Richard Hobbs
	University Of Oxford, United Kingdom


	P-273 Developing and testing high-efficacy patient subgroups within a clinical trial using polygenic risk scores
	Svetlana Cherlin1,2, James M S Wason2,3
	1Newcastle Clinical Trials Unit, Newcastle University, Newcastle Upon Tyne, United Kingdom; 2Institute of Health and Society, Newcastle University, Newcastle Upon Tyne, United Kingdom; 3MRC Biostatistics Unit, University of Cambridge, Cambridge, Unite...


	P-274 Sample size estimation for Randomised Controlled Trials with repeated assessment of patient reported outcomes: what correlation between baseline and follow up outcomes should we assume?
	Stephen Walters, Richard Jacques, Inês Henriques-Cadby, Jane Candlish, Nikki Totton
	University Of Sheffield, Sheffield, United Kingdom


	P-275 When is a Type B CTIMP not a Type B CTIMP?
	Fay Chinnery1, Nick Francis2, Gareth Griffiths1, Paul Little3, Ingrid Muller3, Jacqui Nuttall1, Matt Ridd4, Beth Stuart3, Tracey Sach5, Irene Soulsby6, Karen Thomas6, Kim Thomas7, Alison Layton8, Miriam Santer3, Louise Stanton1
	1Southampton Clinical Trials Unit, University of Southampton, UK; 2Division of Population Medicine, Cardiff University, UK; 3Primary Care and Population Sciences, University of Southampton, UK; 4Population Health Sciences, University of Bristol, UK; 5...


	P-276 Continuity of researchers collecting outcome data within randomised controlled trials - any evidence of an impact on QoL measures?
	Rachel Evans, Zoe Hoare, Paul Brocklehurst
	North Wales Organisation for Randomised Trials In Health (nworth), Bangor, United Kingdom


	P-277 New methods for an update to a systematic review of core outcome sets for research
	Elizabeth Gargon1, Sarah Gorst1, Christopher Norman2,3, Mariska Leeflang3, Aurelie Neveol2, Prof Paula Williamson1
	1University Of Liverpool, Liverpool, United Kingdom; 2Limsi, Cnrs, Université Paris-Saclay , Paris, France; 3Amsterdam Public Health, Amsterdam Umc, University of Amsterdam, Amsterdam, The Netherlands


	P-278 Reducing bias due to measurement reactivity in studies of interventions to improve health
	Diana Elbourne1, Lisa Miles2, David French2, Andrew Farmer3, Martin Gulliford4, Louise Locock,5, Jim McCambridge6, Stephen Sutton7
	1LSHTM, London, United Kingdom; 2University of Manchester, Manchester, United Kingdom; 3Nuffield Department of Primary Care Health Sciences, Oxford, United Kingdom; 4School of Population Sciences and Health Services Research, Londin, United Kingdom; 5...


	P-279 Statistical challenges in designing a randomised screening trial to identify efficacious components of a complex intervention: An example of a Multiphase Optimisation Strategy (MOST) design
	Rebecca Walwyn, Alex Wright-Hughes, Amanda Farrin, Robbie Foy
	University Of Leeds, Leeds, United Kingdom


	P-280 Poor randomisation methods are associated with measures of bias: review of recent trials published in four general medical journals
	Alex Mitchell1, Thirimon Moe Byrne2, Rachel Cunningham-Burley1, Alexandra Dean1, Aditi Rangan3, Jenny Roche1, David J Torgerson1
	1York Trials Unit, University of York, United Kingdom; 2Department of Health Sciences, University of York; 3Newcastle Medical School, Newcastle University


	P-281 Optimal randomisation strategies – simple, stratified or minimised: lessons from the WHIST trial
	Ruth Knight1,2, Nicholas Peckham1,2, Matthew L Costa3, Susan J Dutton1,2
	1Oxford Clinical Trials Research Unit (OCTRU), Nuffield Department of Orthopaedics Rheumatology and Musculoskeletal Sciences (NDORMS), University of Oxford, Oxford, UK; 2Centre for Statistics in Medicine (CSM), Nuffield Department of Orthopaedics Rheu...


	P-282 Covariate constrained block randomisation for a cluster randomised trial
	Kirsty James, Ewan Carr, Sabine Landau, Ben Carter
	King's College London, United Kingdom


	P-283 Key methodological issues for the design and delivery of placebo-controlled randomised trials of invasive procedures, including surgery: a systematic review
	Sian Cousins1, Carmen Tsang1, Natalie Blencowe1,2, Ava Lorenc1, Katy Chalmers1, Andrew Carr3, Marion Campbell4, Jonathan Cook3,5, David Beard3,5, Jane Blazeby1,2
	1National Institute for Health Research (NIHR) Bristol Biomedical Research Centre Surgical Innovation Theme, Bristol Centre for Surgical Research, Department of Population Health Sciences, University of Bristol, 39 Whatley Road, Clifton, Bristol, BS8 ...


	P-284 Methodological issues in trials of youth mental health: what have we learnt during the MILESTONE study?
	Jane Warwick1, George Bouliotis1, Philip Wells1, Yujin Lee1, Jason Madan1, Alastair Cannaway1, Helena Tuomainen2, Swaran Singh2
	1Warwick Clinical Trials Unit, University of Warwick, Coventry, UK; 2Warwick Medical School, University of Warwick, Coventry, UK


	P-285 Challenges and considerations of patient blinding in a surgical trial: the UNBLOCS RCT of benign prostate surgery
	Jo Worthington1, J Athene Lane1, Paul Abrams2, Grace Young1, Hilary Taylor1, Sian M Noble1, Sara T Brookes1, Nikki Cotterill2, Tobias Page3, K. Satchi Swami4, Hashim Hashim2
	1University of Bristol, Bristol, United Kingdom; 2North Bristol NHS Trust, Bristol, United Kingdom; 3The Newcastle upon Tyne Hospitals NHS Foundation Trust, Newcastle upon Tyne, United Kingdom; 4NHS Grampian, Aberdeen, United Kingdom


	P-286 c-TRAK TN: A randomised trial utilising ctDNA mutation tracking to detect minimal residual disease and trigger intervention in patients with moderate and high risk early stage triple negative breast cancer: a novel design (CRUKE/16/024)
	Katie Goddard1, Lucy Kilburn1, Ben Jenkins1, James Morden1, Sarah Kernaghan1, Sophie Perry1, Claire Snowdon1, Nicholas Turner2, Judith M Bliss1, on behalf of the c-TRAK TN Trial Management Group
	1Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU), London, United Kingdom; 2The Institute of Cancer Research and The Royal Marsden NHS Foundation Trust, London, United Kingdom


	P-287 When should Factorial Designs be used for Randomised Controlled Trials?
	Alexander J Szubert, A Sarah Walker, Mahesh K B Parmar, Ian R White
	MRC Clinical Trials Unit at University College London, United Kingdom


	P-288 Molecularly Stratified Umbrella Study, Mesothelioma Stratified Therapy (MiST)
	Dean Fennell1, Seid Mohammed2, Charlotte Poile1, Aarti Gaba1, Cathy Richards1, Peter Well-Jordan1, Gavin Murphy2, Cassey Brookes2, Shaun Barber2, Amy Branson1, Amy King1, Anne Thomas3
	1Leicester Mesothelioma Research Programme, University of Leicester, United Kingdom; 2Leicester Clinical Trials Unit, University of Leicester, United Kingdom; 3Leicester Cancer Research Centre, University of Leicester, United Kingdom


	P-289 Design, Analysis and Reporting of Multi-Arm Trials and Strategies to Address Multiple Testing
	Dmitry Gryaznov1,5, Ayodele Odutayo2,3,5, Bethan Copsey3, Paul Monk4, Benjamin Speich1,3, Corran Roberts3, Karan Vadher3, Peter Dutton3, Sally Hopewell3, Matthias Briel1, Douglas G. Altman3
	1Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University Hospital Basel, Basel, Switzerland; 2Applied Health Research Centre, Li Ka Shing Knowledge Institute of St Michael’s Hospital, Toronto, Canada; 3...


	P-290 Longitudinal evaluation of the reporting quality of clinical trial protocols – evidence for improvement?
	Dmitry Gryaznov1, Benjamin Kassenda1, Erik von Elm2, Belinda von Niederhäusern3, Benjamin Speich1,7, Lars G. Hemkens1, Stefan Schandelmaier1, Elena Ojeda Ruiz2, Ramon Saccilotto4, Yuki Tomonaga5, Alain Amstutz6, Matthias Briel1
	1Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University Hospital Basel, Basel, Switzerland; 2Cochrane Switzerland, Bern, Switzerland; 3Clinical Trial Unit, Department of Clinical Research, University H...


	P-291 Maximising participation via efficient electronic processes for data capture and consent: the TYPPEX feasibility study (NIHR Programme Grant for Applied Research RP-PG-0616-20003)
	Polly-Anna Ashford1, Maria Leathersich1, Claire West1, Martin Pond1, Erika Sims1, Clare Knight2, Ann Marie Swart1, Jesus Perez2
	1Norwich Clinical Trials Unit, University of East Anglia, Norwich, United Kingdom; 2Department of Psychiatry, University of Cambridge, Cambridge, United Kingdom


	P-292 Inclusive consent processes during a clinical trial of emergency care: The Paramedic Acute Stroke Treatment Assessment (PASTA) Trial
	Lisa Shaw1, Christopher I Price1, Gary A Ford2
	1Newcastle University, United Kingdom; 2Oxford University, United Kingdom


	P-293 An example of the process of prior elicitation from multiple experts in a clinical trial
	Nina Wilson1, Cameron Williams2, Kevin Wilson2, John Matthews1,2
	1Institute of Health & Society, Newcastle University, Newcastle Upon Tyne, United Kingdom; 2School of Mathematics, Statistics & Physics, Newcastle University, Newcastle Upon Tyne, United Kingdom


	P-294 Finding the IDEAL approach to funding low frequency but highly invasive surgical interventions in cerebral palsy
	Cushla Cooper1, Tim Theologis1, Julie Stebbins2, Nicky Thompson2, David Beard1
	1SITU, NDORMS, University of Oxford, Oxford, United Kingdom; 2Oxford University Hospitals NHS Foundation Trust, Oxford, United Kingdom


	P-295 Designing Scientifically Valid Infant Formula Trials Which Support Breastfeeding – Outcomes of a Delphi Consensus Project
	Katharine Jarrold, Bartosz Helfer, Robert J Boyle
	Imperial College London, London, United Kingdom


	P-296 Establishment of a virtual multidisciplinary team (vMDT) to provide central review of eligibility for a phase II/III radiotherapy trial assessing stereotactic body radiotherapy (SBRT) in patients with oligoprogressive non-small cell lung cancer ...
	Christy Toms1, Priyanka Patel3, Lucy Kilburn1, Deborah Alawo1, Simon Doran2, Angela Riddell3, Fiona McDonald3, Judith Bliss1
	1Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU), London, United Kingdom; 2Cancer Research UK Cancer Imaging Centre, The Institute of Cancer Research, London, United Kingdom; 3The Royal Marsden NHS Foundation, London...


	P-297 The EVIDENCE pilot study- using cluster randomisation of prescribing policy for comparative effectiveness research in primary care
	Amy Rogers, Alexander S F Doney, Angela Flynn, Robert W V Flynn, Isla S Mackenzie, Thomas M MacDonald
	University of Dundee, Dundee, United Kingdom


	P-298 A web application for the design of multi-arm clinical trials
	Michael Grayling1, James Wason1,2
	1Newcastle University, Newcastle upon Tyne, United Kingdom; 2MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom


	P-299 When routine data is not quite enough: a vertical audit within a massive cluster randomised trial
	Jane Daniels1, Kate Walker1,2, Eleanor Mitchell1, Rachel Haines1, Lucy Bradshaw1, Reuben Ogollah1, Jim Thornton1,2
	1University of Nottingham Clinical Trials Unit, United Kingdom; 2University of Nottingham, Division of Child Health, Obstetrics and Gynaecology, Nottingham, United Kingdom


	P-300 Methodology and consent issues in emergency medicine: the ARREST trial in out-of-hospital cardiac arrest
	Alexander Perkins1, Tiffany Patterson2, Richard Evans1, Tim Clayton1, Rachael Fothergill3, Mark Whitbread3, Simon Redwood2
	1London School of Hygiene and Tropical Medicine, London, United Kingdom; 2St Thomas’ Hospital, London, United Kingdom; 3London Ambulance Service, London, United Kingdom


	P-301
	P-302 Designing clinical trials of herbal products in the UK: lessons from two trials
	Catherine Simpson1, Merlin Willcox2, Jeanne Trill2, Jacqui Nuttall1, Fran Webley1, Michael Moore2
	1Southampton Clinical Trials Unit, University of Southampton, Southampton, United Kingdom; 2Primary Care and Population Sciences, University of Southampton, Southampton, United Kingdom


	P-303 Methodological review of evidence of risk of bias in cluster randomised trials
	David Torgerson, Laura Clark, Sarah Cockayne, Claire Hirst, Laura Howe, Jenny Roche, Emma Turner, Laura Wiley
	University Of York, York, United Kingdom


	P-304 Pointless pilots? Evaluating lessons learned from the INDICATE study
	Molly Glaze, Cushla Cooper, David Beard
	University Of Oxford, United Kingdom


	P-305 Achieving high recruitment and data completion rates for a large cluster randomised controlled trial evaluating a falls prevention intervention in care homes (NIHR HTA funded FinCH Trial: 13/115/29)
	Erika J Sims1, Jo Williams1, Veronica Bion1, Mes Cecile Guillard1, Sue Stirling1, Allan Clark1, Lisa Irvine1, Tracy Sach1, Ann Marie Swart1, Jane Horne2, Katie Robinson2, Kate Robertson2, Pip Logan*2, * On behalf of the FinCH Trial Team
	1University of East Anglia, Norwich, UK; 2University of Nottingham, Nottingham, UK


	P-306 A Pragmatic Phase 4 Randomised Trial to evaluate the Effectiveness of Dapagliflozin compared to Standard of Care in patients with Type 2 Diabetes in Routine Primary Care (DECIDE: NCT02616666)
	Rachael Williams1, Susan Beatty1, Paula Williamson2, Peter Fenici3, Susanna Dodd2, Jesus Medina4, John Wilding2
	1Clinical Practice Research Datalink, Canary Wharf, United Kingdom; 2University of Liverpool, Liverpool, United Kingdom; 3AstraZeneca, Cambridge, United Kingdom; 4AstraZeneca, Madrid, Spain


	P-307
	PS1A - O1 Conducting Studies Within A Trial (SWAT) – Identifying the Challenges and Offering Solutions
	Catherine Arundel, Adwoa Parker, David Torgerson
	York Trials Unit - University of York, York, United Kingdom


	PS1A - O2 Same intervention, different opinions: some challenges of doing Study Within A Trial (SWAT) replication studies
	Anne Duncan1, Kirsteen Goodman2, Suzanne Hagan2, Shaun Treweek1
	1Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 2NMAHP Research Unit, Glasgow Caledonian University, Glasgow, United Kingdom


	PS1A - O3 Two-by-two factorial randomised trial to evaluate strategies to improve follow-up in a randomised prevention trial
	Lucy Bradshaw1, Joanne Chalmers2, Rachel Haines1, Hywel Williams2, Alan Montgomery1
	1Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 2Centre of Evidence-Based Dermatology, University of Nottingham, Nottingham, United Kingdom


	PS1A - O4 Timing of text message reminders to increase trial participant response to postal questionnaires: an embedded randomized trial
	Adwoa Parker1, Stephen Brealey1, Ada Keding1, Lucksy Kottam2, Alex Mitchell1, Matthew Northgraves3, Prasanna Partha Sarathy1, Charlie Welch1, Amar Rangan1
	1University of York, York, United Kingdom; 2South Tees Hospitals NHS Foundation Trust, Middlesbrough, United Kingdom; 3University of Hull, Hull, United Kingdom


	PS1A - O5 Identifying trial retention uncertainties using a James Lind Alliance Priority Setting Partnership – The PRioRiTy II (Prioritising Retention in Randomised Trials) Study
	Katie Gillies1, Dan Brunsdon1, Linda Biesty2, Peter Brocklehurst3, Valerie Brueton4, Declan Devane2, Jim Elliott1, Sandra Galvin2, Carrol Gamble5, Heidi Gardner1, Patricia Healy2, Kerry Hood6, Joan Jordan7, Doris Lanz8, Beccy Maeso9, Amanda Roberts1, ...
	1Health Services Research Unit, University Of Aberdeen, Aberdeen, United Kingdom; 2National University of Ireland, Galway, Ireland; 3University of Birmingham, Birmingham, United Kingdom; 4Kings College London, London, United Kingdom; 5University of Li...


	PS1B - O1 Nature and impact of time-to-treatment measurement error in clinical trials where early administration is essential
	Raoul Mansukhani1, Ian Roberts1, Linda Sharples2
	1Clinical Trials Unit, London School of Hygiene & Tropical Medicine, United Kingdom; 2Department of Medical Statistics, London School of Hygiene & Tropical Medicine, United Kingdom


	PS1B - O2 Impact of the hazard rate on pre-specified methods of analysis in the presence of time-dependent treatment effects
	Kim Jachno, Stephane Heritier, Rory Wolfe
	Monash University, Melbourne, Australia


	PS1B - O3 An evaluation and application of statistical methods designed to analyse adverse event data in RCTs
	Rachel Phillips1, Victoria Cornelius1, Odile Sauzet2
	1Imperial College London, London, United Kingdom; 2Epidemiologie & International Public Health, Faculty of Health Sciences, Universität Bielefeld, Bielefeld, Germany


	PS1B - O4 Analysis of responder-based endpoints: improving power through utilising continuous components
	James Wason1,2, Martina McMenamin2, Susanna Dodd3
	1Newcastle University, Newcastle upon Tyne, United Kingdom; 2MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom; 3University of Liverpool, Liverpool, United Kingdom


	PS1B - O5 Exploring the Hawthorne effect using a balanced incomplete block design in the aspire cluster randomised controlled trials
	Michelle Collinson1, Thomas Willis2, Robbie Foy2, Liz Glidewell3, Suzanne Hartley1, Paul Carder4, Stella Johnson4, Michael Holland1, Amanda Farrin1
	1Clinical Trials Research Unit, University of Leeds, Leeds, United Kingdom; 2Leeds Institute of Health Sciences, University of Leeds, Leeds, United Kingdom; 3Hull York Medical School, University of York, Leeds, United Kingdom; 4NHS Bradford Districts ...


	PS1C - O1 MRC-NIHR Methodology Guideline Development on Utilising Benefit-Risk Assessments within Clinical Trials
	Nikki Totton1, Steven Julious1, Dyfrig Hughes2, Jonathan Cook3
	1University Of Sheffield, Sheffield, United Kingdom; 2Bangor University, Bangor, United Kingdom; 3University of Oxford, Oxford, United Kingdom


	PS1C - O2 Essential items for a Health Economics Analysis Plan (HEAP): expert Delphi consensus survey
	Joanna Thorn1, Charlotte F Davies1, Sara T Brookes1, Melina Dritsaki2, Ewan Gray3, Dyfrig Hughes4, Sian M Noble1, Stavros Petrou5, Colin Ridyard4, Tracey Sach6, Ed Wilson6, Borislava Mihaylova2, Sarah Wordsworth2, William Hollingworth1
	1University of Bristol, United Kingdom; 2University of Oxford, United Kingdom; 3University of Edinburgh, United Kingdom; 4Bangor University, United Kingdom; 5University of Warwick, United Kingdom; 6University of East Anglia, United Kingdom


	PS1C - O3
	PS1C - O4 A Bayesian Parametric Approach to Handle Missing Longitudinal Outcome Data in Trial-Based Health Economic Evaluations
	Andrea Gabrio1, Michael Joseph Daniels2, Gianluca Baio1
	1Department of Statistical Science, University College London, London, United Kingdom; 2Department of Statistics, University of Florida, Gainesville, United States


	PS1C - O5 Calculating health utilities from PedsQL quality of life scores for patients with hyperammonaemic disorders
	Elsa Marques5, Fiona E Lithander1, R Greenwood2, Elinor Griffiths2, Anthony J Killard3,4, Stu Toms1, Jo White3, Julia Kan5, Michael Champion6, Suresh Vijay7, Germaine Pierre8, Anupam Chakrapani9
	1NIHR Bristol Biomedical Research Centre (Nutrition Theme), Bristol, United Kingdom; 2University Hospital Bristol NHS Foundation Trust, Bristol, United Kingdom; 3University of the West of England, Bristol, United Kingdom; 4BreathDX (UK) Ltd, Bristol, ...


	PS2A - O1 Data Dashboards – a novel approach of accurately tracking and monitoring electronic Case Report Form (eCRF) data return rates and missing data items for ongoing clinical trials, using a combination of data reporting and analysis tools capabl...
	Joshua James Northey, Michael Radford, Tom Maishman, Gareth Griffiths, Susannah Condie
	Southampton Clinical Trials Unit, University of Southampton, Southampton, United Kingdom


	PS2A - O2
	PS2A - O3 Improving data entry and study compliance efficiently using immediate audit and feedback tools
	Katie Banister1, Mark Forrest1, Gillian Ferry1, Craig Ramsay1, Claire Cochran1, Fernanda Dias da Silva1, Pauline Garden1, Usha Chakravarthy2
	1Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 2Queen's University Belfast, Belfast, Northern Ireland


	PS2A - O4 The importance of communication and team work in achieving high quality data in clinical trials
	Laura A Pankhurst1, Alison J Deary1, Helen L Thomas1, Anna Sidders1, Cara L Hudson1, Katie Keen1, Renate Hodge1, Valerie Hopkins1, Nick Smith2, Helen Harizaj3, Naomi Hayward4, Beatriz Lopez Santamaria5, Rachel J Johnson1
	1Clinical Trials Unit NHS Blood and Transplant, Cambridge and Bristol, United Kingdom; 2Corporate Continuous Improvement Team NHS Blood and Transplant, Leeds, United Kingdom; 3Medway NHS Foundation Trust, Kent , United Kingdom; 4St George's University...


	PS2A - O5 Current recommendations/practices for anonymising data from clinical trials in order to make it available for sharing: A scoping review
	Aryelly Rodriguez1, Christopher Tuck1, Marshall F Dozier2, Ines Mesa Eguiagaray3, Sandra Eldridge4, Steff C Lewis1, Christopher Weir1
	1Edinburgh Clinical Trials Unit (ECTU), Usher Institute of Population Health Sciences and Informatics, the University of Edinburgh (UoE), Edinburgh, United Kingdom; 2Library & University Collections, Information Services, the University of Edinburgh (...


	PS2B - O1 Radiant-BC Platform Trial: Development of an efficient multi-arm multi-stage early phase trial of radiosurgery with immunotherapy and systemic therapies in breast cancer patients with brain metastases using a flexible Bayesian framework
	Christina Yap1, 10, Anthony Kong1, Daniel Slade1, Richard Jackson2, Joshua Savage1, Paul Sanghera3, Sian Lax1, Sarah Bowden1, Richard Fox1, Kristian Brock1, Geoff Heyes3, Susan Short4, Vijay Sawlani5, Sarah Jeffries6, Colin Watts1, William Greenhalf2,...
	1The University of Birmingham, Birmingham, United Kingdom; 2University of Liverpool, United Kingdom; 3University Hospital Birmingham, United Kingdom; 4University of Leeds, United Kingdom; 5The Queen Elizabeth Hospital, United Kingdom; 6Cambridge Unive...


	PS2B - O2 Operational challenges of running platform trials – ICR-CTSU experience based on the plasmaMATCH trial
	Claire Snowdon, Sarah Kernaghan, Laura Moretti, Katie Wilkinson, Sue Martin, Grace Elwood, Sarah Fynn, Prof Judith M Bliss
	Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU), London, United Kingdom


	PS2B - O3 Designing and implementing a phase II targeted treatment platform study: a modular approach in metastatic Castration Resistant Prostate Cancer (mCRPC)
	Stephanie Burnett1, Nuria Porta1, Ajit Sarvadikar3, Alexa Gillman1, Penny Flohr3, Ines Figueiredo3, Adam Sharp3, Pasquale Rescigno2, Johann de Bono2, Emma Hall1
	1The Institute Of Cancer Research, Clinical Trials & Statistics Unit, London, United Kingdom; 2The Institute of Cancer Research and The Royal Marsden Hospital NHS Foundation Trust, London, United Kingdom; 3The Institute of Cancer Research, London, Uni...


	PS2B - O4 Borrowing of information across similar subpopulations in Bayesian basket trials
	Haiyan Zheng, James Wason
	Newcastle University, Newcastle upon Tyne, United Kingdom


	PS2B - O5 Bayesian trial monitoring and power estimation in a complex Hepatitis C treatment trial (VIETNARMS)
	Leanne McCabe1, Ian R White1, Graham S Cooke2, A Sarah Walker1
	1MRC Clinical Trials Unit at UCL, London, United Kingdom; 2Imperial College London, London, United Kingdom


	PS2C - O1 A hypothesis test of feasibility for external pilot trials assessing recruitment, follow-up and adherence rates
	Duncan T. Wilson, Rebecca E. A. Walwyn, Julia Brown, Amanda J. Farrin
	Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, UK


	PS2C - O2 Strategies to improve recruitment to a trial of less treatment: a mixed methods study of the OPTIMA prelim trial in early breast cancer
	Carmel Conefrey1, Jenny Donovan1, Sangeetha Paramasivan1, Robert Stein2, John Bartlett3, David Cameron4, Amy Campbell5, Janet Dunn5, Helena Earl6, Peter Hall4, Victoria Harmer7, Luke Hughes-Davies6, Iain MacPherson9, Christopher McCabe13, Andreas Makr...
	1University Of Bristol, United Kingdom; 2University College London Hospitals, United Kingdom; 3Ontario Institute for Cancer Research, Canada; 4Edinburgh Cancer Research Centre, University of Edinburgh, United Kingdon; 5Warwick Medical School, Universi...


	PS2C - O3 Development of a complex intervention to support informed decision-making by family members of adults who lack capacity to consent to trials
	Victoria Shepherd1,2, Kerry Hood1, Mark Sheehan3, Richard Griffith4, Fiona Wood2
	1Centre for Trials Research, Cardiff University, Cardiff, United Kingdom; 2Division of Population Medicine, Cardiff University, Cardiff, United Kingdom; 3Ethox Centre, University of Oxford, Oxford, United Kingdom; 4College of Human and Health Sciences...


	PS2C - O4 Why is the early intervention development phase for complex health care interventions important? An overview of new guidance
	Alicia O'Cathain2, Elizabeth Croot2, Edward Duncan1, Nikki Rousseau1, Katie Sworn2, Katrina Turner3, Lucy Yardley3, Pat Hoddinott1
	1University Of Stirling, Stirling, United Kingdom; 2University of Sheffield, Sheffield, UK; 3University of Bristol, Bristol, UK


	PS2C - O5 ORRCA and ORRCA2: A large-scale, international, collaboration to map recruitment and retention literature
	Anna Kearney1, Anna Rosala-Hallas2, William J Cragg3, Declan Devane4, Katie Gillies5, Nicola L Harman1, Athene J Lane6, Paula R Williamson1, Carrol Gamble1
	1North West Hub for Trials Methodology Research and Clinical Trials Research Centre, Department of Biostatistics, University of Liverpool, United Kingdom; 2Clinical Trials Research Centre, Department of Biostatistics, University of Liverpool, United K...


	PS2D - O1 Agreeing outcomes that matter to patients – co-production of an animation to explain core outcome sets
	Heather Bagley1, Sarah Gorst1, Rosemary Humphreys2, Rebecca Craven2, Christine Vial2, Paula R Williamson1, Bridget Young1, Nicola Harman1, Elizabeth Gargon1
	1University of Liverpool, Liverpool, United Kingdom; 2Public contributor, UK


	PS2D - O2 Patient and public involvement (PPI) in trial oversight: an ethnographic study of eight clinical trials
	Karen Coulman1, Alex Nicholson1, Alison Shaw1, Anne Daykin1, Helen Cramer1, Carrol Gamble2, Rhiannon Macefield1, Malcolm E Pick3, Lucy Selman1, Gillian W Shorter4, Matt R Sydes5,6, Gordon Taylor3, J Athene Lane1,3
	1MRC ConDuCT-II Hub for Trials Methodology Research, Population Health Sciences, Bristol Medical School, University Of Bristol, Bristol, United Kingdom; 2MRC North West Hub for Trials Methodology Research, Institute of Translational Medicine, Universi...


	PS2D - O3 Patient and Public Involvement in the Delivery of Platform Trials – ICR-CTSU experience
	Sarah Kernaghan1, Claire Snowdon1, Laura Moretti1, Katrina Randle2, Mairead MacKenzie2, Judith M Bliss1
	1Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU), London, United Kingdom; 2Independent Cancer Patients’ Voice, United Kingdom


	PS2D - O4 The ‘Schools Teaching Awareness of Randomised Trials (START)’ Initiative
	Linda Biesty1,3, Tom Conway2, Sandra Galvin2, Patricia Healy3, Elaine Finucane5, Declan Devane1,2,3,4
	1School of Nursing and Midwifery, NUI Galway, Ireland; 2Health Research Board-Trials Methodology Research Network (HRB-TMRN), NUI Galway; 3Evidence Synthesis Ireland, NUI Galway; 4Cochrane Ireland , NUI Galway; 5Centre for Health Evaluation, Methodolo...


	PS2D - O5 Complexities of informed consent in an emergency, perinatal, cluster-randomised pilot study: The experience of developing the ACROBAT study (Administering Cryoprecipitate in Obstetric Bleeding at an Earlier Time)
	Doris Lanz1, Jahnavi Daru1, Laura Green1,2,3
	1Queen Mary University of London, London, United Kingdom; 2Barts Health NHS Trust, London, United Kingdom; 3NHS Blood and Transplant, London, United Kingdom


	PS3A - O1 QuinteT Recruitment Intervention in the By-Band-Sleeve study: trials, tribulations and lessons learnt
	Sangeetha Paramasivan1, Alba Realpe1, Caroline Wilson1, Paul Whybrow2, Graziella Mazza1, Chris Rogers1, Jane Blazeby1, Jenny Donovan1, on behalf of the NIHR BBS study TMG and investigators
	1University Of Bristol, Bristol, United Kingdom; 2Hull York Medical School, Hull, United Kingdom


	PS3A - O2 TRCPAD: Accelerating Participant Recruitment in AD Clinical Trials
	Oliver Langford1, Michael C. Donohue1, Gustavo Jimenez-Maggiora1, Reisa A Sperling3,4,5, Jeffrey L. Cummings2, Paul S Aisen1, Rema Raman1
	1University Of Southern California, San Diego, United States; 2Cleveland Clinic, Cleveland, United States; 3Brigham and Women's Hospital, Boston, United States; 4Massachusetts General Hospital, Boston, United States; 5Harvard Medical School, Boston, U...


	PS3A - O3
	PS3A - O4 Can nurse peer support improve recruitment to complex clinical trials? – Experience from the ISCOMAT trial
	Suzanne Hartley1, Jessica Pool1, Lauren Moreau1, Emma McNaught1, Chris P Gale1, Alison Blenkinsopp2, Peter Gardner1, Jonathan Silcock2, Beth Fylan2, Yvonne McGill1, Amanda Farrin1
	1University Of Leeds, Leeds, United Kingdom; 2University of Bradford, Bradford, United Kindgom


	PS3A - O5 Achieving high-volume, low-cost participant screening and enrolment through automation and centralisation: experiences from the T4DM diabetes prevention trial
	Karen Bracken1, Anthony Keech1, Wendy Hague1, Gary Wittert2
	1NHMRC Clinical Trials Centre, University of Sydney, Sydney, Australia; 2Freemasons Foundation Center for Men's Health, Adelaide Medical School, University of Adelaide, Adelaide, Australia


	PS3B - O1
	PS3B - O2 Optimising the design and delivery of placebo surgical interventions in randomised controlled trials: The DITTO framework
	Sian Cousins1, Carmen Tsang1, Natalie Blencowe1,2, Katy Chalmers1, Aryan Mardanpour1, Andrew Carr3, Marion Campbell4, Jonathan Cook3,5, David Beard3,5, Jane Blazeby1,2
	1National Institute for Health Research (NIHR) Bristol Biomedical Research Centre Surgical Innovation Theme, Bristol Centre for Surgical Research, Department of Population Health Sciences, University of Bristol, 39 Whatley Road, Clifton, Bristol, BS8 ...


	PS3B - O3 Clinical trial simulation and value of information to optimise design of clinical trials from a pharmaceutical industry perspective
	Daniel Hill-McManus, Dyfrig Hughes
	Bangor University, Bangor, United Kingdom


	PS3B - O4 Two-stage adaptive enrichment designs with time to event data: Point and interval estimation
	Peter Kimani1, Susan Todd2, Lindsay Renfro3, Ekkehard Glimm4, Josephine Khan5, John Kairalla6, Nigel Stallard1
	1University of Warwick, Coventry, United Kingdom; 2University of Reading, Reading, United Kingdom; 3University of Southern California, California, USA; 4Novartis Pharma AG, Basel, Switzerland; 5University of Cambridge, Cambridge, United Kingdom; 6Univ...


	PS3B - O5 Trial design and management challenges for clinical trials of novel cell therapies: results from a mixed methods study
	Ruchi Higham1, Andrew Webster2
	1Leeds Institute of Clinical Trials Research, University of Leeds, Leeds, United Kingdom; 2Science and Technology Studies Unit, University of York, York, United Kingdom


	PS3C - O1 Optimal curtailed designs for single arm phase II clinical trials
	Martin Law1, Michael Grayling1,2, Adrian P Mander1
	1Hubs for Trials Methodology Research, Medical Research Council Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom; 2Institute of Health and Society, Newcastle University, Newcastle, United Kingdom


	PS3C - O2 Two-stage single-arm oncology trials: More adjusted analyses needed
	Michael Grayling1, Adrian Mander2,3
	1Newcastle University, Newcastle upon Tyne, United Kingdom; 2Cardiff University, Cardiff, United Kingdom; 3MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom


	PS3C - O3 BOP2: Bayesian Optimal Design for Phase II Clinical Trials with Binary, Co-primary and Other Complex Endpoints
	Ying Yuan1, Heng Zhou2, Jack Lee1
	1University Of Texas MD Anderson Cancer Center, Houston, United States; 2Merck, United States


	PS3C - O4 How to use a margin of practical equivalence to include considerations other than efficacy in randomised selection trials
	Hakim-Moulay Dehbi1, Allan Hackshaw2
	1Comprehensive Clinical Trials Unit at UCL, London, United Kingdom; 2CRUK & UCL Cancer Trials Centre, London, United Kingdom


	PS3C - O5 The critical and recommended characteristics for the reporting of treatment-as-usual in behaviour change trials
	Neza Javornik1, Daniel Powell1, Marion Campbell1, Marijn De Bruin1,2
	1University Of Aberdeen, Aberdeen, United Kingdom; 2Radboud University Medical Center, Nijmegen, Netherlands


	PS3D - O1 Framework for approaches to address statistical multiplicity in pragmatic RCTs through systematic review and surveys of statistical practice
	Katie Pike, Barnaby C Reeves, Chris A Rogers
	Clinical Trials and Evaluation Unit, Bristol Trials Centre, University of Bristol, Bristol, United Kingdom


	PS3D - O2 Assessing the impact of early stopping on systematic reviews: Recommendations for interpreting guidelines
	Ian Marschner1,2, Lisa Askie1,2, Manjula Schou3
	1NHMRC Clinical Trials Centre, Sydney, Australia; 2University of Sydney, Sydney, Australia; 3Macquarie University, Sydney, Australia


	PS3D - O3 Reporting of methodological aspects of randomised trials: 1996-2016; has it changed over time?
	Shona Fielding, Ruiyi Long, Neil Scott
	University Of Aberdeen, Aberdeen, United Kingdom


	PS3D - O4 How well are binary outcomes analysed and the findings reported? – A systematic review of randomised trials
	Ines Rombach1,2,3, Nicholas Peckham1,2,3, Ruth Knight1,2,3, Jamie Stokes1,2,3, Jonathan A Cook1,2,3
	1Oxford Clinical Trials Unit, Oxford, UK; 2Centre for Statistics in Medicine, Oxford, UK; 3Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences, Oxford, UK


	PS3D - O5 Overestimation of Event Rate and Target Difference among Randomized Clinical in sample size calculations Trials: a cross-sectional survey review
	Tao Chen1, Chao Li2, Yang Wang3, James Dodd1, Victoria Cornelius4, Duolao Wang1
	1Liverpool School Of Tropical Medicine, Liverpool, United Kingdom; 2Xi’an Jiaotong University Health Science Centre, Xi’an, China; 3Peking Union Medical College and Chinese Academy of Medical Sciences, Beijing , China; 4Imperial College London, LONDON...


	PS4A - O1 Internal pilots in clinical trials: Current practice in design and assessment
	Anna Rosala-Hallas1, Carrol Gamble1, Jane Blazeby2, Paula R Williamson3
	1Clinical Trials Research Centre, University of Liverpool, a member of the Liverpool Health Partners, Liverpool, United Kingdom; 2Medical Research Council ConDuCT II Hub for Trials Methodology Research, NIHR Bristol Biomedical Research Centres, Popula...


	PS4A - O2 External Pilot and Feasibility Studies: Past, Present and Future Challenges
	Lehana THABANE1, Sandra Eldridge2, Christine Bond3, Claire Chan2, Gillian Lancaster4, Michael Campbell5, Sally Hopewell6
	1McMaster University, Hamilton, Canada; 2Queen Mary University of London, London, UK; 3University of Aberdeen, Aberdeen, UK; 4Keele University, Keele, UK; 5University of Sheffield, Sheffield, UK; 6University of Oxford, Oxford, UK


	PS4A - O3 Assessing differences in start-up between a pilot and main RCT in the ICU: The CYCLE international multicentre rehabilitation study
	Michelle E Kho1,2, Ian M Ball3, Sue Berney6, Karen EA Burns4, Deborah J Cook1,2, Frederick D'Aragon5, Erick Duan7, Shane English8, Alison Fox-Robichaud1, Margaret S Herridge9, Tim Karachi1, Sangeeta Mehta9, Alexander Molloy2, Amy Pastva10, Laurel Patt...
	1McMaster University, Hamilton, Canada; 2St. Joseph's Healthcare, Hamilton, Canada; 3Western University, London , Canada; 4St. Michael's Hospital, Toronto, Canada; 5Universite de Sherbrooke, Sherbrooke, Canada; 6University of Melbourne, Melbourne, Aus...


	PS4A - O4 Distinctive ethical aspects of consent in pilot and feasibility studies
	Julius Sim1,2
	1School of Primary, Community and Social Care, Keele University, United Kingdom; 2Keele Clinical Trials Unit, Keele University, United Kingdom


	PS4A - O5 Determining sample size for progression criteria using hypothesis testing in pragmatic pilot RCTs
	Martyn Lewis1, Kieran Bromley1, Gareth McCray1, Christopher Sutton2, Gillian Lancaster1
	1School of Primary, Community & Social Care, Keele University, United Kingdom; 2Health Services Research & Primary Care, University of Manchester, United Kingdom


	PS4B - O1 Considerations concerning the use of health economics in the design and analysis of adaptive clinical trials – a qualitative study
	Laura Flight1, Daniel Hind1, Steven Julious1, Alan Brennan1, Susan Todd2
	1University of Sheffield, United Kingdom; 2University of Reading, United Kingdom


	PS4B - O2 Stopping a clinical trial early based on the probability that cost-effectiveness is unlikely: An extension of conditional power computations to economic evaluation
	iftekhar Khan
	University of Oxford, Oxford, United Kingdom


	PS4B - O3 Cost-Effective Clinical Trial Design: Application of a Bayesian Sequential Stopping Rule to the ProfHER Pragmatic Trial
	Martin Forster1, Stephen Brealey1, Stephen Chick2, Ada Keding1, Belen Corbacho1, Andres Alban2, Amar Rangan1,3,4
	1University Of York, York, United Kingdom; 2INSEAD, Fontainebleau, France; 3University of Oxford, Oxford, United Kingdom; 4James Cook University Hospital, Middlesbrough, United Kingdon


	PS4B - O4 Dealing with unavoidably high loss to follow-up in care home trials - The DCM-EPIC trial
	Rebecca Walwyn1, Amanda Farrin1, Claire Surr2
	1University Of Leeds, Leeds, United Kingdom; 2Leeds Beckett University, Leeds, United Kingdom


	PS4B - O5 To fund or not to fund a paediatric severe asthma trial: that is the question
	Daphne Babalis1, Sejal Saglani2, Victoria Cornelius1
	1Imperial Clinical Trials Unit, Imperial College London, London, United Kingdom; 2National Heart and Lung Institute, Imperial College London, London, United Kingdom


	PS4C - O1
	PS4C - O2 The challenges of delivering a time-critical intervention in emergency care
	Helen Thomas1, Claire Foley1, Joanne Lucas1, Amy Evans1, Ross Davenport2,3, Nicola Curry4,5, Simon Stanworth5,6,7,8, Karim Brohi2,3, on behalf of the CRYOSTAT-2 investigators
	1NHS Blood and Transplant Clinical Trials Unit, Cambridge and Bristol, United Kingdom; 2Centre for Trauma Sciences, Blizard Institute, London, United Kingdom; 3Queen Mary, University of London, London, United Kingdom; 4Oxford Haemophilia and Thrombosi...


	PS4C - O3 Optimising surgical trials through clinician engagement: Strategies for enhancing trainee engagement in trials
	Athene Lane1, Clare Clement1, Karen Coulman1, Jane Blazeby1, Nick Heywood2, Natalie Blencowe1, Jonathan Cook3, Angelos Kolias4, Graeme MacLennan5, Claire Snowdon6, Zoe Hilton7, Pauline Boyle8, Victoria Hardy8, Laura Magil9, James Glaseby10, Dion Morto...
	1University Of Bristol, United Kingdom; 2Manchester University National Health Service Foundation Trust, United Kingdom; 3University of Oxford, United Kingdom; 4University of Cambridge, United Kingdom; 5University of Aberdeen, United Kingdom; 6London ...


	PS4C - O4 Design of Vaccine Efficacy Trials for Priority Emerging and Epidemic Diseases
	Conall Watson1,2, Neil Ferguson3, Christl Donnelly1,3, Matt Keeling4, Mike Tildesley4, Peter Horby1, John Edmunds2
	1University Of Oxford, United Kingdom; 2London School of Hygiene & Tropical Medicine, United Kingdom; 3Imperial College, London, United Kingdom; 4University of Warwick, United Kingdom


	PS4C - O5
	PS5A - O1 When to do an external or internal pilot study: Findings from an interview study with research funders
	Katherine Fairhurst1, Kerry Avery1, Alicia O’Cathain2, Pat Hoddinott3, Jane Blazeby1
	1Centre of Surgical Research & Medical Research Council (MRC) ConDuCT-II (Collaboration and innovation for Difficult and Complex randomised controlled Trials In Invasive procedures) Hub for Trials Methodology Research, Bristol Medical School, Departme...


	PS5A - O2 Exploring patient treatment preferences enhances trial recruitment, so why do trial recruiters often avoid doing it?
	Frances C. Sherratt1, Lucy Beasant2, Esther Crawley2,3, Nigel J. Hall4, Priya Francis5, Helen Hickey5, Carrol Gamble5, Michael D. Jenkinson6,7, Bridget Young1
	1Institute of Population Health Sciences, University Of Liverpool, Liverpool, UK; 2Centre for Child and Adolescent Health, School of Social and Community Medicine, University of Bristol, Bristol, UK; 3Centre for Surgical Research, School of Social and...


	PS5A - O3 Review of use of the Trials within Cohorts (TwiCs) design approach
	Clare Relton1, Beverley Nickolls1, Merrick Zwarenstein4, Lars G Hemken5, Rudolf Uher3, Ole Frobert6, Philippa Fibert7, Mahukh Imran8, Linda Kwakkenbos9, Brett D Thombs2
	1Queen Mary University Of London, London, United Kingdom; 2McGill University and Jewish General Hospital, Montreal, Canada; 3Dalhousie University, Department of Psychiatry, Halifax, Canada; 4Department of Family Medicine, Epidemiology & Biostatistics,...


	PS5A - O4 Using a Discrete Choice Experiment to Examine the Factors Influencing Clinical Trial Participation
	Michelle Queally1,2, Declan Devane3, Matthew Griffin2, Paddy Gillespie1,2
	1J.E. Cairnes School of Business & Economics, NUI Galway, Galway, Ireland; 2CÚRAM Centre for Research in Medical Devices, NUI Galway, Galway, Galway, Ireland; 3HRB-Trials Methodology Research Network, Department of Midwifery, NUI Galway, Galway, Irela...


	PS5A - O5 Physical Rehabilitation Core Outcomes in Critical Illness (PRACTICE): a secondary modified thematic analysis characterising reasons for change in rating importance of outcomes for physical rehabilitation trials
	Bronwen Connolly1,2,3, Matthew Barclay1, Evelyn Corner4, Chantal Davies5, Nicholas Hart1,2, Natalie Pattison6, Gordon Sturmey5, Linda Denehy3, Dale Needham7, Paula Williamson8, Bronagh Blackwood9
	1Guy's and St.Thomas’ NHS Foundation Trust, United Kingdom; 2King's College London, United Kingdom; 3The University of Melbourne, Melbourne, Australia; 4Brunel University, Uxbridge, United Kingdom; 5Independent ICU Representative, United Kingdom; 6Uni...


	PS5B - O1 Open-cohort designs in institutional settings: findings from a literature review of cluster-randomised trials and epidemiological studies
	Laura Marsden1, Rebecca Walwyn1, Andrew Copas2, Claire Surr3, Amanda Farrin1
	1University of Leeds, Leeds, United Kingdom; 2University College London, London, United Kingdom; 3Leeds Beckett University, Leeds, United Kingdom


	PS5B - O2 Power calculations for Cluster Randomised Trials (CRTs) with truncated Poisson-distributed outcomes: A motivating example from a malaria vector control trial
	Lazaro M. Mwandigha1, Keith J. Fraser1, Amy Racine2,3, Samer Mouksassi3,4, Azra C. Ghani1
	1MRC Centre for Global Infectious Disease Analysis, Imperial College London, London, United Kingdom; 2Novartis Pharma AG, Basel, Switzerland; 3Bill & Melinda Gates Foundation, Seattle, United States of America; 4Certara, Montreal, Canada


	PS5B - O3 Comparison of different randomisation methods in a cluster randomised vaccine effectiveness trial: a simulation study using real-world data
	Xinxue Liu1, Merryn Voysey1, K Zaman2, Farhana Khanam2, Firdausi Qadri2, Andrew Pollard1, John Clemens2
	1Oxford Vaccine Group, Department of Paediatrics, University of Oxford, Oxford, United Kingdom; 2International Centre for Diarrhoeal Disease Research – Bangladesh (icddr,b), Dhaka, Bangladesh


	PS5B - O4 Common concerns about the feasibility of stepped-wedge cluster randomised trials and issues encountered during trials of this design: findings of an online questionnaire
	Caroline Kristunas1, Karla Hemming2, Helen Eborall1, Laura Gray1
	1Health Sciences, University of Leicester, Leicester, United Kingdom; 2Institute of Applied Health Research, University of Birmingham, Edgbaston, United Kingdom


	PS5B - O5 Optimal incomplete stepped wedge trials with continuous recruitment
	Richard Hooper1, Andrew Forbes2, Jessica Kasza2
	1Queen Mary University of London, LONDON, United Kingdom; 2Monash University, Melbourne, Australia


	PS5C - O1 Health System Trials
	Clare Relton1, Merrick Zwarenstein2, Lars G Hemkens3, Helena M Verkooijen4, Ole Frobert5
	1Pragmatic Clinical Trials Unit, Queen Mary University Of London, London, United Kingdom; 2Western University, Toronto, Canada; 3Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University Hospital Basel, U...


	PS5C - O2 Dealing with real world data in clinical trials
	Catriona Keerie1, Christopher Tuck1, Ronald Harkess1, Fiona Strachan2
	1Edinburgh Clinical Trials Unit, University Of Edinburgh, United Kingdom; 2British Heart Foundation Centre for Cardiovascular Science, University of Edinburgh, United Kingdom


	PS5C - O3 Using routine practice-aggregated data in primary care implementation laboratory trials: benefits and challenges
	Sarah Alderson1, Tracey Farragher2, Paul Carder3, Thomas Willis1, Amanda Farrin1, Robbie Foy1
	1University Of Leeds, Leeds, United Kingdom; 2University of Manchester, Manchester, United Kingdom; 3West Yorkshire Research and Development, Bradford, United Kingdom


	PS5C - O4 COS and the healthcare research ecosystem
	Susanna Dodd, Paula R Williamson
	University Of Liverpool, Liverpool, United Kingdom


	PS5C - O5 MOUSE – Mapping OUtcomes measured in pre-clinical Studies against randomised phase 3/4 Effectiveness trials. Do core outcome sets developed for phase3/4 effectiveness trials translate to pre-clinical research?
	Nicola L Harman1, Adrián Sanz-Moreno2, Kamar E Ameen-Ali3, Stamatia Papoutsopoulou1, Katie Lloyd1, Marta Garcia-Finana1, Malcolm MacLeod4, Paula R Williamson1, on behalf of the SCORE-IT study team
	1University Of Liverpool, United Kingdom; 2Helmholtz Zentrum München, Germany; 3Newcastle University, United Kingdom; 4University of Edinburgh, United Kingdom


	PS5D - O1 Using data from routine sources in the development of an objective measure of early outcome after surgery
	Rachel Maishman1, Ben Gibbison2, Barney Reeves1, Chris Rogers1
	1Clinical Trials and Evaluation Unit, Bristol Trials Centre, University of Bristol, Bristol, UK; 2Department of Cardiac Anaesthesia and Intensive Care, Bristol Heart Institute/University Hospitals Bristol NHS FT, Bristol, UK


	PS5D - O2 Exploring the barriers and facilitators to core outcome set (COS) uptake: assessing the impact of a funder’s recommendation to use COS followed by qualitative interviews with clinical trialists
	Karen L Hughes1, Bridget Young1, Mike Clarke2, Jamie Kirkham1, Paula R Williamson1
	1University Of Liverpool, United Kingdom; 2Queen's University Belfast, United Kingdom


	PS5D - O3 Participating in core outcome set development via Delphi surveys: Qualitative interviews from the EPITOME study provide pointers to inform guidance
	Alice Mary Biggane1,2, Paula R Williamson1, Bridget Young3
	1Department of Biostatistics, University of Liverpool, Liverpool, United Kingdom; 2INSERM, U1153 Epidemiology and Biostatistics Sorbonne Paris Cité Research Center (CRESS), Methods of therapeutic evaluation of chronic diseases Team (METHODS), Paris De...


	PS5D - O4 The impact of patient-reported outcome (PRO) data from clinical trials: a systematic review and critical analysis
	Samantha Cruz Rivera1, Derek Kyte1,2, Olalekan Lee Aiyegbusi1, Anita Slade1,2, Christel McMullan1, Melanie Calvert1,2
	1Centre for Patient Reported Outcomes Research, Institute of Applied Health Research, College of Medical and Dental Sciences, University of Birmingham, UK; 2NIHR Birmingham Biomedical Research Centre, and NIHR Surgical Reconstruction and Microbiology ...


	PS5D - O5 An exploratory study of the limitations of outcome measures used in a randomised controlled trial of a complex intervention in dementia
	Benjamin Thompson1, Gail Mountain2, Ben Thomas1, Ellen Lee1, Bethany Crawford3
	1ScHARR, The University Of Sheffield, Sheffield, United Kingdom; 2Centre for Dementia Studies, University of Bradford, Bradford, United Kingdom; 3University of Nottingham, Nottingham, United Kingdom


	PS6A - O1 Making trials less lossy: is there anything worth knowing from non-randomised evaluations of trial retention strategies?
	Adel El Feky
	University Of Aberdeen, Aberdeen, United Kingdom


	PS6A - O2 Exploring retention in clinical trials: A meta-ethnographic synthesis of studies reporting participant reasons for drop out
	Katie Gillies, Zoe Skea, Rumana Newlands
	Health Services Research Unit, University of Aberdeen, United Kingdom


	PS6A - O3 Assessing non-adherence in non-inferiority trials: implications from a simulation study
	Yin Mo1,2,3, Cherry Lim1,2, James Watson1,2, Ben Cooper1,2
	1Mahidol-Oxford Research Unit (MORU), Thailand; 2Nuffield Department of Medicine, University of Oxford, Oxford, United Kingdom; 3National University Hospital, Singapore


	PS6A - O4 Statistical transparency in clinical trials: an evaluation of unexplained discrepancies between planned and conducted analyses
	Brennan Kahan1, Gordon Forbes3, Tahania Ahmad1, Nicholas Johnson2, Suzie Cro2
	1Pragmatic Clinical Trials Unit, Queen Mary University of London, United Kingdom; 2Imperial Clinical Trials Unit, Imperial College London, United Kingdom; 3Department of Biostatistics and health informatics, Institute of Psychiatry, Psychology & Neuro...


	PS6A - O5 ‘Better healthcare through more inclusive research’ – an NIHR workstream to improve trial delivery for underserved groups
	Miles Witham1, Lynn Rochester1, Gary Nestor1, Paul Dark2, Kim Down1, Alistair Hall3, Helen Hancock4, Joanna Knee5, Rebecca Maier4, Gail Mountain6, Amanda Tortice7, James Wason8
	1NIHR Clinical Research Network Cluster E Specialty Team, Newcastle University, Newcastle, UK; 2University of Manchester, Manchester, UK; 3University of Leeds, Leeds, UK; 4Newcastle Clinical Trials Unit, University of Newcastle, Newcastle, UK; 5NIHR C...


	PS6B - O1 Covariate adjustment in individually randomised trials
	Elizabeth Williamson1,2, Clemence Leyrat1, Karla Diaz-Ordaz1
	1London School of Hygiene & Tropical Medicine, London, United Kingdom; 2Health Data Research UK London, London, UK


	PS6B - O2 Practical choice of a method to account for baseline covariates in randomised trials
	Tim Morris, A Sarah Walker, Ian R White
	MRC Clinical Trials Unit at UCL, London, United Kingdom


	PS6B - O3 Exploring mechanisms of action in clinical trials of complex interventions using mediation
	Linda Sharples1, Saleema Rex2, Olympia Papachristofi3
	1London School of Hygiene and Tropical Medicine, London, United Kingdom; 2University of York, York, United Kingdom; 3Novartis A. G., Basel, Switzerland


	PS6B - O4 Quantifying bias of naive per-protocol (PP) versus intention-to-treat (ITT) analysis in randomised controlled trials: A meta-epidemiological study
	Mohammod Mostazir1, Rod Taylor2,3, Edward Watkins1
	1College of Life and Environmental Sciences (CLES), University of Exeter, Exeter, England, United Kingdom; 2University of Glasgow, Glasgow, Scotland, United Kingdom; 3College of Medicine and Health, University of Exeter, Exeter, England, United Kingdo...


	PS6B - O5 Misinterpretation of factorial design trials and inappropriate meta-analysis: misleading the reader
	Tim Clayton1, Kristin Veighey2, Jennifer Nicholas1
	1London School of Hygiene & Tropical Medicine, London, United Kingdom; 2Wessex Kidney Centre, Portsmouth, United Kingdom


	PS6C - O1 Paper versus electronic completion of patient reported outcomes: What do we know?
	Kirsteen Goodman1, Suzanne Hagen1, Lynn Melone1, Melanie Dembinsky2, Rohna Kearney3, Andrew Elders1, Carol Bugge2
	1NMAHP Research Unit, Govan Mbeki building, Level 6, Glasgow Caledonian University, Cowcaddens Road, Glasgow, G4 0BA, Glasgow, United Kingdom; 2Faculty of Health Sciences and Sport, University of Stirling, FK9 4LA, Stirling, United Kingdom; 3The Warre...


	PS6C - O2 Paper diary capture vs. electronic data capture for patient reported outcomes in Primary Care: an investigation into completion rates
	Jenna Grabey, Johanna Cook, Rajendra Raghuraman
	University Of Oxford, United Kingdom


	PS6C - O3 A machine learning algorithm and tools for automatic detection of spin (distorted presentation of results) in articles reporting randomized controlled trials
	Anna Koroleva1,2, Patrick Paroubek1
	1LIMSI, CNRS, Université Paris-Saclay, Orsay, France; 2Academic Medical Center, University of Amsterdam, Amsterdam, Netherlands


	PS6C - O4 The use of regular text messaging over one year to collect primary outcome data in a randomised controlled trial
	Kieran James Bromley1,2, Reuben Ogollah3, Kika Konstantinou1,4, Nadine Foster1,2, Martyn Lewis1,2
	1School of Primary, Community & Social Care, Keele University, United Kingdom; 2Keele Clincal Trials Unit, Keele University, United Kingdom; 3Nottingham Clinical Trials Unit, University of Nottingham, United Kingdom; 4Haywood Hospital, Midlands Partne...


	PS6C - O5 Feasibility of collecting digital images of surgical wounds taken by patients themselves after leaving hospital: a method for remote and blinded outcome assessment (The Selfi wound study)
	Rhiannon Claire Macefield1, Kerry NL Avery1, Jonathan RE Rees1,2, Anne Pullyblank3, Barnaby Reeves4, Anni Skilton1, Jane M Blazeby1
	1Population Health Sciences, Bristol Medical School, University of Bristol, Bristol, United Kingdom; 2The Division of Surgery, Head & Neck, University Hospitals Bristol NHS Foundation Trust, Bristol, United Kingdom; 3General Surgery, North Bristol NHS...


	PS7A - O1
	PS7A - O2 Using systematic data categorisation to quantify the types of data collected in clinical trials
	Evelyn Crowley2, Gordon Fernie1, Katie Banister3, Suzanne Breeman1, Anne Duncan1, Lynda Constable1, Adel El Feky3, Heidi Gardner3, Kirsteen Goodman4, Doris Lanz5, Alison Mcdonald1, Emma Ogburn6, Natasha Stevens7, Marie Valente8, Shaun Treweek3
	1Centre for Healthcare Randomised Trials, Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 2HRB Clinical Research Facility, University College Cork, Cork, Republic of Ireland; 3Health Services Research Unit, University ...


	PS7A - O3 Do RCTs reflect patient populations and does it matter? Considerations and a case study
	Mike Bradburn1, Ellen Lee1, David White1, Daniel Hind1, Simon Heller2
	1Clinical Trials Research Unit, University Of Sheffield, Sheffield, United Kingdom; 2Department of Oncology and Metabolism, University of Sheffield, Sheffield, United Kingdom


	PS7A - O4
	PS7A - O5 Rewards and challenges of undertaking health-related research within the UK Police setting
	Alison Booth1, Catriona McDaid1, Arabella Scantlebury1, Adwoa Parker1, Caroline Fairhurst1, Julie Parkes2, Sara Morgan2, Benjamin Taylor3, Caroline Chapman3, Catherine Hewitt1, David Torgerson1
	1University of York, York, United Kingdom; 2University of Southampton, Southampton, United Kingdom; 3Hampshire Constabulary, Southampton, United Kingdom


	PS7B - O1 Using Bayesian adaptive designs to improve phase III randomised controlled trials
	Elizabeth Gabrielle Ryan, Simon Gates
	Cancer Research UK Clinical Trials Unit, University of Birmingham, United Kingdom


	PS7B - O2 Designing trials for small populations
	Victoria Cornelius, Suzie Cro
	Imperial Clinical Trials Unit, Imperial College, United Kingdom


	PS7B - O3 Multi-arm multi-stage designs with fixed stage-wise sample sizes
	Michael Grayling1, James Wason1,2
	1Newcastle University, Newcastle upon Tyne, United Kingdom; 2MRC Biostatistics Unit, University of Cambridge, Cambridge, United Kingdom


	PS7B - O4 Investigating the application of a multi-arm, multi-stage (MAMS) design to compare optimal treatment duration of Herceptin in a non-inferior setting in treating early breast cancer patients
	Pankaj Mistry, Janet A Dunn, Louise Hiller, Andrea Marshall
	University Of Warwick, Coventry, United Kingdom


	PS7B - O5 Experiences of setting up Trials within Cohort Studies: Overcoming challenges and maximising efficiency – a case study
	Ines Rombach1,2,3, Marion Watson1,2,3, Yvonne Sinomati1,2,3, Laura Coates3
	1Oxford Clinical Trials Unit, Oxford, UK; 2Centre For Statistics In Medicine, Oxford, UK; 3Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Science, Oxford, UK


	PS7C - O1 Outcome assessment by central adjudicators versus site investigators in randomised stroke trials: A systematic review and meta-analysis
	Peter J Godolphin1, Philip M Bath2, Alan A Montgomery1, NA on behalf of the Adjudicating Outcomes in Stroke Trials Collaboration NA3
	1Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom; 2Division of Clinical Neuroscience, University of Nottingham, Nottingham, United Kingdom; 3No affiliation, group authorship, NA, NA


	PS7C - O2
	PS7C - O3 Increasing the trial process evidence base without increasing research waste
	Shaun Treweek, on behalf of the Trial Forge initiative
	University Of Aberdeen, United Kingdom


	PS8A - O1 Staff training to improve participant recruitment into surgical randomised controlled trials: a feasibility study embedded within four randomised controlled trials
	Adwoa Parker1, Nicola Mills2, Leila Rooshenas2, Marcus Jepson2, Jenny L. Donovan2, Catherine Arundel1, Puvanendran Tharmanathan1, Elizabeth Coleman1, Catherine Hewitt1, Prasanna Partha Sarathy6, David Beard7, Peter Bower8, Paul Brocklehurst9, Cindy Co...
	1The University of York, York, United Kingdom; 2University of Bristol, Bristol, United Kingdom; 3University Hospitals of Leicester, Leicester, United Kingdom; 4University of Leeds, Leeds, United Kingdom; 5University of Warwick, Coventry, United Kingdo...


	PS8A - O2 Good Statistical Practice: GCP for Statisticians
	Helen Mossop1, Emma Armstrong2, Steff Lewis3, Susan Dutton4, Clare Peckitt5, Lucy McParland2, Carrol Gamble6, Deborah Stocken2
	1Institute of Health & Society, Newcastle University, United Kingdom; 2Institute of Clinical Trials Research, Faculty of Medicine and Health, University of Leeds, United Kingdom; 3Edinburgh Clinical Trials Unit, Usher Institute of Population Health Sc...


	PS8A - O3 Career development for Trial Managers: a survey of UK-based trial management professionals
	Eleanor Mitchell1, Natalie Wakefield1, Suzanne Hartley2, Alison McDonald4, Shelley Rhodes5, Jodi Taylor6, Kirsteen Goodman7, Helen Meadows8, Helen Hickey9, Barbara Farrell3, on behalf of the UK Trial Managers’ Network
	1Nottingham Clinical Trials Unit, University Of Nottingham, Nottingham, United Kingdom; 2Clinical Trials Research Centre, University of Leeds, Leeds, United Kingdom; 3University of Oxford, Oxford, United Kingdom; 4The Centre for Healthcare Randomised ...


	PS8A - O4 What information should be fed back to trial participants? – Findings from a Q-methodology study with trial stakeholders
	Hanne Bruhn1, Marion K. Campbell1, Vikki Ann Entwistle3, Rosemary Humphreys1, Sandra Jayacodi1, Peter Knapp2, Katie Gillies1
	1University Of Aberdeen, Aberdeen, United Kingdom; 2University of York, York, United Kingdom; 3National University of Singapore, Singapore, Republic of Singapore


	PS8A - O5 Transparency in Clinical Research: An Audit of Feedback Provision to Participants in Phase III Pragmatic Clinical Trials
	Mohammad Zulfiqar Raza, Hanne Bruhn, Dr Katie Gillies
	Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom


	PS8B - O1 Using the learning curve and Bayesian analysis to decide when surgeons are ready to randomise
	Fei Shan1,2, Ziyu Li2, Allison Hirst1, Peter McCulloch1
	1Nuffield Department of Surgical Sciences, University of Oxford, Oxford, United Kingdom; 2Gastrointestinal Cancer Center, Peking University Cancer Hospital & Institute, Beijing, China


	PS8B - O2 Statistical considerations in a non-inferiority trial: results from the PERSEPHONE early breast cancer herceptin duration trial
	Janet A Dunn1, Louise Hiller1, Donna Howe1, Anne-Laure Vallier2, Kerry Raynes1, Helen Higgins1, David A Cameron3, David Miles4, Andrew M Wardley5, Helena Earl2
	1University Of Warwick, Coventry, United Kingdom; 2University of Cambridge, Cambridge, United Kingdom; 3University of Edinburgh, Edinburgh, United Kingdom; 4St Guys & St Thomas NHS Trust, London, United Kingdom; 5Christie Hospital NHS Trust, Mancheste...


	PS8B - O3
	PS8B - O4 The ADAPTT Study: Using routinely-collected data to emulate a randomised trial
	Jessica Harris1, Jonathan AC Sterne2, Barnaby C Reeves1, Thomas W Johnson3, Umberto Benedetto4, Daniel Lasserson5, Yoon Loke6, Andrew Mumford4, Chris A Rogers1, Maria Pufulete1
	1Clinical Trials and Evaluation Unit, Bristol Trials Centre, University of Bristol, Bristol, United Kingdom; 2NIHR Biomedical Research Centre, Department of Population Health Sciences, University of Bristol, Bristol, United Kingdom; 3Bristol Heart Ins...


	PS8B - O5 The use of visual analytics for clinical trial safety outcomes: a methodological review
	Rachel Phillips1, Victoria Cornelius1, Suzie Cro1, Odile Sauzet2
	1School of Public Health, Imperial College London, London, United Kingdom; 2Epidemiologie & International Public Health, Faculty of Health Sciences, Universität Bielefeld, Bielefeld, Germany


	PS9A - O1 Undertaking trials methodology research using data from clinical trial registries: an exemplar related to core outcome set uptake
	Jamie J Kirkham1, 3, Paula Williamson3, Mike Clarke2
	1University of Liverpool, Liverpool, United Kingdom; 2Queen's University Belfast, Belfast, United Kingdom; 3University of Manchester, Manchester, United Kingdom


	PS9A - O2
	PS9A - O3 To add or not to add a new treatment arm to an on-going trial
	Kim May Lee1, James Wason1,2, Nigel Stallard3
	1University Of Cambridge; 2Newcastle University; 3University of Warwick


	PS9A - O4 Introducing the CONsolidated Standards of Reporting Trials (CONSORT) statement for randomised controlled trials (RCTs) using cohorts and routinely collected health data
	Edmund Juszczak1, Linda Kwakkenbos3, Stephen McCall1, Mahrukh Imran4, Lars G Hemkens5, Merrick Zwarenstein6, Ole Fröbert16, Clare Relton17, Margaret Sampson18, Chair Lehana Thabane7, Eric I Benchimol8, Marion K Campbell9, David J Torgerson10, David Er...
	1National Perinatal Epidemiology Unit, Nuffield Department of Population Health, University Of Oxford, Oxford, United Kingdom; 2Imperial College London, London, United Kingdom; 3Behavioural Science Institute, Clinical Psychology, Radboud University , ...


	PS9A - O5
	PS9B - O1 Trial recruitment decision-making: crucial but not evidence-based
	Shaun Treweek1, Marie Pitkethly2, Jonathan Cook3, Cynthia Fraser1, Elizabeth Mitchell4, Frank Sullivan5, Catherine Jackson5, Tyna Taskila6, Heidi Gardner1
	1University Of Aberdeen, UK; 2University of Dundee, UK; 3University of Oxford, UK; 4University of Hull, UK; 5University of St Andrews, UK; 6The Work Foundation, UK


	PS9B - O2 Enrolling patients without capacity to trauma trials; successes and challenges
	Stephanie Wallis, Robin Lerner, Elizabeth Tutton, Juul Achten, Xavier Griffin, Matthew Costa
	University Of Oxford, Oxford, United Kingdom


	PS9B - O3 Prediction and monitoring of patient recruitment in clinical trials: gaps between current practice and available methodology
	Efstathia Gkioni1,2, Susanna Dodd1, Roser Rius3, Carrol Gamble1
	1Department of Biostatistics, University of Liverpool, Liverpool, United Kingdom; 2Paris Descartes University, Sorbonne Paris Cité, Paris, France; 3Department of Statistics and Operations Research, School of Mathematics and Statistics, BarcelonaTech (...


	PS9B - O4 Traumatic Decisions; Research Recruitment and Randomisation in an Acute Emergency Setting
	Claire Cochran1, Marion K Cambell1, Jan O Jansen2, Chukwuemeka Emele1, Mark Forrest1, Alison McDonald1
	1University Of Aberdeen, Aberdeen, United Kingdom; 2University of Alabama at Birmingham, Birmingham, USA


	PS9B - O5 Enhancing practitioner explanations and parental understandings of recruitment and consent- an adapted model for paediatric emergency medicine trials
	Louise Roper1, Kerry Woolfall1, Mark D. Lyttle2, Carrol Gamble3,4,7, Amy Humphreys4,7, Helen Hickey4,7, Shrouk Messahel5, Elizabeth Lee5, Joanne Noblet5, Naomi E.A. Rainford4,7, Anand Iyer6, Richard E. Appleton6
	1Institute of Population Health, University of Liverpool, Liverpool, United Kingdom; 2Emergency Department, Bristol Royal Hospital for Children, Bristol, United Kingdom; 3Department of Biostatistics, University of Liverpool, Liverpool , United Kingdom...


	PS9C - O1 A comparison of Phase I dose-escalation designs in clinical trials with monotonicity assumption violation
	Pavel Mozgunov1, Caroline Rossoni2, Thomas Jaki1, Xavier Paoletti2, Rachid Abbas2
	1Lancaster University, Lancaster, United Kingdom; 2Institute Gustave Roussy, Villejuif, France


	PS9C - O2 A meta-analysis of toxicity and efficacy outcomes by dose in recent phase I trials in oncology
	Kristian Brock1, Victoria Homer1, Gurjinder Soul1, Claire Potter1, Codruta Chiuzan2, Shing Lee2
	1University Of Birmingham, Birmingham, United Kingdom; 2Columbia University, New York, USA


	PS9C - O3 Dose-Transition Pathways for Time-to-event Continual Reassessment Method: To wait or not to wait?
	Christina Yap1,2, Shing Lee3, Ken Cheung3
	1University Of Birmingham, United Kingdom; 2The Institute of Cancer Research, United Kingdom; 3Columbia University, United States


	PS9C - O4 Practicalities in running early-phase trials using the Time-to-Event Continual Reassessment Method for interventions with long toxicity periods
	Elena Frangou1, Sharon Love1, Samantha Hinsley2, Jane Holmes3, Sarah Brown4, Erik van Werkhoven5
	1MRC MRC Clinical Trials Unit at UCL, London, United Kingdom; 2Cancer Research UK Clinical Trials Unit, Glasgow, United Kingdom; 3Centre for Statistics in Medicine, Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences, Oxford...


	PS9C - O5 Setting up a stopping boundary for safety in a phase II trial: the Poppi trial
	Jennifer L Bell1, Pollyanna Hardy2, Nigel Stallard3, Rebeccah Slater4, Caroline Hartley4, Eleri Adams5, Gabrielle Green4, Fiona Moultrie4
	1National Perinatal Epidemiology Unit, Nuffield Department of Population Health, University of Oxford, Oxford, United Kingdom; 2Birmingham Clinical Trials Unit, University of Birmingham, Birmingham, United Kingdom; 3Warwick Medical School, University ...


	PS9D - O1 Optimising the efficiency of identifying and addressing trial recruitment issues through pre-trial and ‘real-time’ qualitative investigation
	Leila Rooshenas, Samantha Husbands, Alba Realpe, Jenny Donovan, Fergus Caskey, On behalf of the Prepare for Kidney Care study team
	University of Bristol, United Kingdom


	PS9D - O2 Are participant-researcher relationships during complex intervention trials an intervention component, engagement tool or trial retention strategy?
	Pat Hoddinott1, Matthew McDonald1, Fiona M Harris1, Rebecca Skinner1, Stephan U Dombrowski2, GOS Team3
	1University Of Stirling, Stirling, United Kingdom; 2University of New Brunswick, New Brunswick, Canada; 3Game of Stones Team, UK and Ireland


	PS9D - O3 What worked for us in which circumstances, and what didn’t; reflections upon incorporating a realist evaluation within a clinical trial of a complex intervention
	Paul Leighton, Janet Darby, Francis Allen, Rachel Evley, Pip Logan
	University Of Nottingham, United Kingdom


	PS9D - O4 Experiences of providing and receiving sham treatment – the LiTEFORM trial (A Randomised Controlled Trial of the Clinical and Cost Effectiveness of Low Level Laser in the Management of Oral Mucositis in Head and Neck Cancer Irradiation)
	Nikki Rousseau1, Lyndsay Lindley1, Tim Rapley2, Holly Fisher1, Linda Sharp1, Jenn Walker1, Janet Wilson1, Jo Patterson3, Mike Nugent3
	1Newcastle University, Newcastle upon Tyne, United Kingdom; 2Northumbria University, Newcastle upon Tyne, United Kingdom; 3City Hospitals Sunderland NHS Trust, Sunderland, United Kingdom


	PS9D - O5 Unique challenges and proposed solutions for designing and conducting pilot and feasibility work to optimise surgical trials
	Katherine Fairhurst1, Shelley Potter1, Jane Blazeby1, Carrol Gamble2, Kerry Avery1
	1Centre for Surgical Research & Medical Research Council (MRC) ConDuCT-II (Collaboration and innovation for Difficult and Complex randomised controlled Trials In Invasive procedures) Hub for Trials Methodology Research, Bristol Medical School, Departm...


	PS10A - O1 “I was meaning to read that, but…” – An international qualitative study of how time-poor trialists choose their recruitment strategies
	Heidi Gardner, Shaun Treweek, Katie Gillies
	University Of Aberdeen, Aberdeen, United Kingdom


	PS10A - O2 Do investigator meetings improve recruitment into clinical trials? – A retrospective review of data from nine trials
	Eleanor Mitchell, Garry Meakin, Kirsty Sprange, Peter Godolphin
	Nottingham Clinical Trials Unit, University of Nottingham, Nottingham, United Kingdom


	PS10A - O3 SWATs at scale: meta-analysis of the results of the first co-ordinated programme of SWATs exploring improvements to patient information in trials
	Vichithranie Madurasinghe1, Peter Knapp3, Sandra Eldrige1, Peter Bower2, on behalf of the START Group
	1Queen Mary University London, London, United Kingdom; 2The University of Manchester, Manchester, United Kingdom; 3University of York, York, United Kingdom


	PS10A - O4 Evaluation of the validity and reliability of the DevPIC tool for measuring quality of informed consent discussions during trial recruitment
	Julia Wade1, Elka Humphrys2, Alba Realpe1, Jenni Burt2, Miss Daisy Gaunt1 , OPTiMISE Study group2,3, QuinteT research group1
	1University of Bristol, Bristol, United Kingdom; 2University of Cambridge, Cambridge, United Kingdom; 3University of Oxford, Oxford, United Kingdom


	PS10A - O5 Why do patients take part in research? An overview of systematic reviews, and mapping to theory and trial recruitment research
	Peter Knapp1, Rebecca Sheridan2, Petr Bower3, Adwoa Parker2, Jackie Martin-Kerry2, Joanna Hudson4
	1University Of York & The Hull York Medical School, United Kingdom; 2University of York, United Kingdom; 3University of Manchester, United Kingdom; 4King's College London, United Kingdom


	PS10B - O1 Health informatics (HI) innovations in randomised trials and clinical cohorts - Identification, screening, stratified care and data collection during primary care consultations
	Simon Wathall1,2, Nadine Foster1, Jonathan Hill2, Kika Konstantinou2,3, Sarah Lawton2, Sara Muller2
	1Keele Clinical Trials Unit, Keele University, UK; 2Primary Care Centre Versus Arthritis, Research Institute for Primary Care & Health Sciences, UK; 3Midlands Partnership NHS Foundation Trust, Staffordshire, UK


	PS10B - O2 Utility of routine electronic health records used as outcome measures in UK randomised trials: a systematic review
	Sharon Love1, Sarah Lensen1, Archie Macnair1, Graham Powell3, Victoria Yorke-Edwards1, Elizabeth Williamson2, Matthew R Sydes1, James Carpenter1,2
	1MRC Clinical Trials Unit at UCL, London, United Kingdom; 2The London School of Hygiene and Tropical Medicine, London, United Kingdom; 3University of Liverpool, Liverpool, United Kingdom


	PS10B - O3 Routinely-collected hospital datasets can be used to identify endpoints predictive of overall survival outcomes in randomised controlled trials (RCT): a prostate cancer study within the STAMPEDE protocol (NCT00268476)
	Harriet P Mintz1,7, Helen M Parsons1, Prashant Patel2,7, Claire Amos3, Rachael Brannan4, Christopher Brawley3, Joanna Calvert3, Melissa R Gannon5, Luke Hounsome4, Fiona Ingleby3, Sean McPhail4, Mahesh KB Parmar3, Mary Rauchenberger3, Haiyan Wu6, Matth...
	1Warwick Medical School, University of Warwick, Coventry, United Kingdom; 2Institute of Cancer and Genomic Sciences, University of Birmingham, Birmingham, United Kingdom; 3MRC Clinical Trials Unit at UCL, Institute of Clinical Trials & Methodology, UC...


	PS10B - O4 Getting animated about routine data: Using animations to inform and engage future trial participants about linkage to routinely collected data to aid recruitment
	Fiona Lugg-widger, Lianna Angel, Peter Gee, Jeremy Segrott, Mike Robling
	Cardiff University, United Kingdom


	PS10B - O5 Does regulation of routine data sharing pose a risk for Individual Patient Data (IPD) meta-analysis? A review of some key challenges in a UK context
	Michael Robling, Fiona Lugg-Widger, Fergus Macbeth, Jo Smith, Richard Adams
	Cardiff University, Cardiff, United Kingdom


	PS10C - O1 Estimating treatment effects in the presence of informative missingness
	Ruwanthi Kolamunnage-Dona
	University of Liverpool, United Kingdom


	PS10C - O2 Reference-based multiple imputation for data missing not-at-random in cost-effectiveness analysis
	Baptiste Leurent1, Manuel Gomes2, Suzie Cro3, Nicola Wiles4, James Carpenter1,2
	1London School of Hygiene and Tropical Medicine, London, UK; 2University College London, London, UK; 3Imperial College London, London, UK; 4University of Bristol, Bristol, UK


	PS10C - O3 A framework for extending trial design to facilitate missing data sensitivity analyses
	Alexina Jane Mason1, Richard D Grieve1, Alvin Richards-Belle2, Paul R Mouncey2, David A Harrison2, James R Carpenter1,3
	1London School of Hygiene & Tropical Medicine, London, United Kingdom; 2Intensive Care National Audit & Research Centre (ICNARC), London, United Kingdom; 3MRC Clinical Trials Unit at UCL, London, United Kingdom


	PS10C - O4 Methods to deal with missing data in area under the curve outcomes in randomised controlled trials: the OPEN trial case study
	Beatriz Goulao1, Graeme MacLennan2
	1Health Services Research Unit, University of Aberdeen, Aberdeen, United Kingdom; 2Director of the Centre for Health Care Randomised Trials, University of Aberdeen, Aberdeen, United Kingdom


	PS10C - O5
	Publisher’s Note

