SWAT 250: Investigate whether watching a patient testimony video clip,
available in English, Polish, Romanian and Punjabi in addition to reading
the written participant information sheet increases consent rates
compared to written information alone.

Objective of this SWAT

To investigate whether watching a patient testimony video clip, available in English, Polish,
Romanian and Punjabi in addition to reading the participant information sheet increases consent
rates compared to written information alone, in a randomised trial of interventions to reduce
problematic bleeding when using a contraceptive implant.

Additional SWAT Details

Primary Study Area: Recruitment

Secondary Study Area: EDI

Who does the SWAT intervention target: Participants
Estimated resources needed to conduct the SWAT: Low
Estimated cost of the SWAT (£):

Findings from Implementation of this SWAT
Reference(s) to publications of these findings:
Primary Outcome Findings:

Cost:

Background

The written participant information sheets that are provided to potential participants in a
randomised trial are often in English only. This may limit trial participation for people who have
difficulty understanding written English. It is important to make participation in clinical trials as
inclusive as possible and researchers are exploring the best ways to do this.[1] Media tools are
increasingly used to engage potential participants, but there is limited data on their effectiveness.
Testimonies from previous participants show that media tools probably increase recruitment [2],
because they provide potential participants with evidence that people like them engage with
research. No comparable data exists for the use of video clips, which are ubiquitous on social
media.

This cluster randomised Study Within a Trial (SWAT) [3] will investigate whether watching a
patient testimony video clip, available in English, Polish, Romanian and Punjabi in addition to
reading the written participant information sheet increases consent rates compared to written
information alone.

The sample size for the SWAT will be predicated by that of the DEBI trial ISRCTN10116165),
which is comparing interventions to reduce problematic bleeding when using a contraceptive
implant. We anticipate including at least 17 sites in the SWAT. More detailed information on the
sample size will be detailed in the SWAT statistical analysis plan.

Host Trial Population: Adults
Host Trial Condition Area: Sexual and Reproductive Health

Interventions and Comparators
Intervention 1: Group 1: Written participant information only
Intervention 2: Group 2: Written participant information followed by patient video testimony

Method for Allocating to Intervention or Comparator: Randomisation
Outcome Measures

Primary Outcomes: Proportion of eligible patients who consent to join the trial.
Secondary Outcomes: Proportion of randomised participants who provide the primary outcome.



Analysis Plans

Detailed analysis of this SWAT will be documented in the trial's SWAT statistical analysis plan.
Analysis will be based on cluster-level summaries. Unpaired t-test, with each cluster weighed by
its sample size, will be used to provide 95% confidence intervals for the between-group effect
measures.

Possible Problems in Implementing This SWAT
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