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Introduction

340 women have been randomised to the TOPSY trial (a multi-centre randomised controlled trial that compares pessary self-management to standard care in terms of quality of life outcomes for women using a vaginal pessary for prolapse) [1-3].   The TOPSY trial includes a diverse group of women using pessary management services at 21 different NHS centres across the UK. These differ in the services offered as standard (such as pessary type, pessary material (silicone/vinyl/PVC)) and how prolapse is defined (POP-Q or alternative methods).  We will present the demographic details of the trial participants and also summarise findings on acceptability of pessary care and pessary changes as reported by women in questionnaires completed at trial entry.

Methods and results

All eligible women provide written informed consent when attending a baseline clinical appointment.   Once consented, the woman’s demographic and pessary information is collected using a baseline Case Report Form (CRF). Summary data from the baseline CRF will be presented on the following: age; number of births; co-morbidities; current hormone therapy use (systemic HRT/vaginal oestrogen) and duration; pessary user type (new versus existing); pessary type, material (e.g. vinyl or silicone) and size; condition of vaginal tissues; pessary-related symptoms.  We will also report on how women rate pessary changes (both comfort and convenience) and whether they find their pessary care acceptable.

Potential relevance and Impact

The results will inform clinicians and health care professionals of important demographic information about UK women using pessaries for prolapse management and how they view their pessary changes and care.  This could also aid study design and recruitment projections for other prolapse and pessary research.
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