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Background: 

The mesh controversy surrounding SUI surgery highlights the need for robust evidence of treatment efficacy and safety. No consensus exists regarding reported outcome measures in randomised controlled trials (RCTs) evaluating efficacy of surgical treatments for SUI1. This contributes to heterogeneity of results, limiting synthesis and development of high-quality evidence on SUI, which significantly impacts quality of life2 and has substantial economic burden, costing the National Health Service (NHS) £117million/year3.  

Objectives: 

To evaluate reporting of PROMs in RCTs assessing SUI surgery. This systematic review was undertaken by CHORUS as part of the process of development of core outcome sets (COS).    

Methods: 

Secondary analysis and update of a previous systematic review1. Extracted outcome measures were grouped in a structured inventory, with reporting frequency and evidence of previous validation studies.  

Results: 

122 eligible RCTs were assessed for PROMs. Of them, 98 RCTs (16,501 women) reported 12 PROMS used in more than 5 RCTs. Bladder diary was the most common. PROMs were grouped into 6 domains: generic, quality of life, bladder specific, pelvic floor specific, SUI and sexual function. Good internal consistency has been confirmed from previous validation studies for Kings Health questionnaire (KHQ), incontinence quality of life (I-QOL) and Pelvic Organ Prolapse/Urinary Incontinence Sexual Questionnaire -12 (PISQ-12). Patient Global Impression of Improvement (PGI-I) has been validated and has good construct validity for SUI, but no evidence of internal consistency.  

Conclusion: 

PROMs are widely used in SUI research, however variation exists in the outcome measures utilised. Development of a COS and core outcome measure set (COMS) should include appropriately selected PROMs as part of a consensus process among relevant stakeholders. Validation studies are highly warranted for PROMs as part of the development process.
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