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Protocol Title: Optimising a behavioural intervention to support endocrine therapy adherence for women with breast cancer. The ROSETA optimisation trial
Background: Adjuvant endocrine therapy (AET) reduces breast cancer recurrence and mortality. However, up to three quarters of women with breast cancer do not take AET as prescribed. Existing interventions to support adherence have shown limited effectiveness.
Objectives: We developed four intervention components targeting barriers to AET adherence: SMS messages targeting forgetfulness, an information leaflet targeting medication beliefs, a self-management website targeting side-effects, and an acceptance and commitment therapy guided self-help program targeting psychological flexibility. Our primary aim is to optimise the intervention package to support adherence to AET in women with early-stage breast cancer.
Methods: A multi-centre, individually randomised superiority O-RCT using a 24 factorial design, with nested mixed-methods process and economic evaluations. In addition to their usual care, we will randomise ~512 women with early-stage breast cancer who have been prescribed AET to one of sixteen experimental conditions, operationalised as factors with two levels (on/off). Our primary outcome is self-reported medication adherence at 12-months post-randomisation. Secondary outcomes include quality of life, self-efficacy, habit formation, medication beliefs, psychological flexibility and distress, completed at 4-, 8- and 12-months post-randomisation.
Discussion: This trial, using a complex factorial design, will enable us to build a more effective, affordable, scalable and efficient intervention package to support AET adherence in women with breast cancer.
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