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Background: 

A Core Outcome Set (COS) is an agreed, standardised group of outcomes to be reported by all research trials within a field1. A COS reduces risk of bias, heterogeneity in research data synthesis. Stakeholder involvement helps identify important outcomes2. In perineal trauma research, variation exists in outcome reporting and outcome measures utilised3. Given the psychological, emotional and functional sequelae of perineal trauma, PROs and PROMs are particularly important.

Objectives: 

To evaluate selection, reporting and geographical variations of PROs and PROMs in perineal trauma randomised controlled trials (RCTs). 

Method: 

Secondary analysis of PROs and PROMs identified in a systematic review from a CHORUS working group as part of the process of development of COS3.  PROs and PROMs were extracted from the inventory of outcomes and outcomes measures. A classification system, based on a medical outcome taxonomy, grouped PROs into domains and themes. 

Results: 

Of 48 eligible RCTs, 47 reported PROs. In total we identified 51 PROs. Consistency of reporting was low, with 27 PROs reported once and only 9 reported over 5 times, most frequent being perineal pain. There was no geographical variation in PROs.

Four themes encompassing 12 domains were identified. The ‘Clinical’ theme was most reported, with 25 PROs grouped within 4 domains. ‘Resource use’ and ‘Adverse events’ were rarely reported. PROMs also demonstrated variation. Only 5 PROMs were utilised over 4 times; VAS (100mm), Cleveland clinic continence score, FIQOL scale, VAS (0-10) and McGill pain questionnaire. 

Conclusions: 

Significant heterogeneity in PROs and PROMs exists in published RCTs. Despite inconsistency, PROs are the most frequently reported outcomes in perineal trauma research. Patient reported adverse events are significantly underreported. Their role in determining effectiveness and safety of interventions makes their integration important in perineal trauma COS. Identification and outcome grouping will assist future core outcome consensus studies1.
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