O7

LASER AND RADIOFREQUENCY TREATMENTS FOR GENITOURINARY SYNDROME OF MENOPAUSE (GSM) AND STRESS URINARY INCONTINENCE (SUI): OUTCOME AND OUTCOME MEASURE REPORTING FOR DEVELOPMENT OF A CORE OUTCOME SET (COS) AND CORE OUTCOME MEASURE SET (COMS)

J. Loganathan1, Y. B. Ramadan2, S. K. Doumouchtsis3
1Epsom and St Helier University Hospitals NHS Trust, UK 

2St George's University of London, UK 

3Epsom and St Helier University Hospitals NHS Trust, CHORUS, An International Collaboration for Harmonising Outcomes, Research and Standards in Urogynaecology and Women’s Health, UK 
Background

CO2 laser, Er:YAG laser and radiofrequency have been developed as potential treatments for GSM and SUI, however there is a need for credible evidence of efficacy and safety as highlighted by the US Food and Drug Administration (FDA)1. Inconsistent reporting of outcomes of limited relevance to women and clinicians is an important cause of research waste. Development of a COS and COMS will minimise reporting bias and trial heterogeneity to facilitate data synthesis and provide high quality evidence2.

Objectives 

This systematic review aimed to evaluate outcomes and outcome measures in trials reporting efficacy and safety of CO2 laser, Er:YAG laser and radiofrequency treatment for GSM and SUI.

Method

Systematic literature search of EMBASE, PUBMED, MEDLINER and Cochrane Central Register of Controlled Trials (CENTRAL) from inception – current (2020). Randomised controlled trials (RCTs) and non-randomised trials were included. Outcomes and outcome measures were extracted into an inventory, then classified into domains and themes according to a medical research outcome taxonomy3.

Results

Of forty eligible trials (3210 women), only 4 were RCTs. Most studied intervention, in 20 trials, was CO2 laser. Forty-two outcomes were extracted and most frequent was ‘improvement in sexual function’, which was reported in 16 trials. Of 40 reported outcome measures, 26 are validated (65%). Commonest was ‘Female Sexual Function Index’, in 14 trials. Most reported domain (28/40 studies) was ‘Anatomical, structural and physiological changes’, within the theme ‘Physical signs and symptoms’.

Conclusion

Studies frequently report anatomical, structural and physiological change, and over half use validated outcome measures. We recommend addition of the domain ‘adverse events’ in a COS. Safety is crucial in the choice of treatment, and infrequently reported in previous studies. The development of a COS and COMS will enable reporting standardisation in future research, and improve evidence and quality of care.
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