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Possible text for main ethics submission

Recruiting and retaining participants for randomised trials can be extremely difficult.  It is likely that less than 50% of trials meet their recruitment target, or meet their target without extending the length of the trial1-3.  Poor recruitment can lead to an underpowered study, which may report clinically relevant effects to be statistically non-significant.  A non-significant finding increases the risk that an effective intervention will be abandoned before its true value is established, or that there will be a delay in demonstrating this value while more trials or meta-analyses are done. Underpowered trials also raise an ethical problem: trialists have exposed participants to an intervention with uncertain benefit but may still be unable to determine whether the intervention does more good than harm on completion of the trial.  Having recruited participants to a trial, it is essential that they are retained but it is common for 10% or more of participants to be lost to the trial.  These participants then provide no data, meaning again that the trial may be underpowered. Moreover, if drop-outs differ between the arms of the trial, a systematic bias is introduced that may undermine confidence in the results of the trial.  Finally, poor recruitment and retention can lead to a trial being extended, increasing costs.

Trialists recognise the challenge and use many interventions to improve recruitment and retention but it is generally difficult to predict their effect.  The Cochrane systematic review of strategies to improve recruitment4 and the Cochrane review of strategies it improve retention5 both found only a handful of interventions with high quality evidence of benefit.  Given how central recruitment and retention are to all trials, it is crucial that more rigorous evaluations of recruitment and retention interventions are done.

One way of doing this is to do a Study Within a Trial, or SWAT6.  A SWAT provides a protocol for the evaluation of an intervention to improve some part of the trial process, such as recruitment or retention.  This evaluation is then embedded within a host trial, such as [name of trial].  Several teams can follow the same SWAT protocol, meaning the results can be combined in a meta-analysis.  This coordinated and collaborative approach means trialists will have faster access to high-quality evidence to inform their trial design, conduct, analysis and reporting decisions.  

We would like to make use of SWAT 92 in [name of trial], which describes adding a pen to improve response rates to mailed questionnaires used to collect trial data.  Adding a pen shows promise as a way of improving retention but requires evaluation in more trials before we can conclude that it is effective for a wide range of trials and populations.  [brief description of the pen]. 

Our SWAT 92 study is part of the Trial Forge initiative to improve trial efficiency (https://www.trialforge.org)7.  The SWAT 92 protocol is held on the SWAT Repository hosted by Queen’s University Belfast:

http://www.qub.ac.uk/sites/TheNorthernIrelandNetworkforTrialsMethodologyResearch/FileStore/Filetoupload,903297,en.pdf
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