
Content validity of PROMs in women with childbirth trauma : A systematic review

The limitations identified in quality assessment of the PROM development 
studies are concerning. 

Researchers and clinicians should exercise caution while using PROMs 
and interpreting results. 

There is a need for more research in the field of PROM development and 
validation aiming to enhance quality and standards in both clinical practice 
and research to reduce resource waste.  

Conclusion
Childbirth perineal trauma affects approximately 80% of women 
worldwide1 and can be associated with significant long-term morbidity. 
PROMs aim to assess patient-reported outcomes (PROs) however, 
reporting of PROMs and PROs has been inconsistent in clinical trials so 
far.  

The Consensus-based Standards for the Selection of Health 
Measurement INstruments (COSMIN) taxonomy underlines three 
domains in the validation process of PROMs : validity, reliability and  
responsiveness. Each domain is further subdivided. Content validity is 
considered the most important parameter2.  

We aimed to systematically review based on the COSMIN methodology 
and examine the content validity of commonly used PROMs in trials on 
women with childbirth perineal trauma4,5. 

This study is part of a wider research programme led by CHORUS, an 
International Collaboration for Harmonising Outcomes in Research, and 
Standards in Urogynaecology and Women’s Health aiming to develop 
core outcome sets and core outcome measures sets in various areas of 
pelvic floor disorders including childbirth perineal trauma.   

Introduction

Adapted MeSH terms2 and Terwee filters3

Five most commonly used PROMs3

Visual Analogue Scale 0-10 
Visual Analogue Scale 0-100mm    
Cleveland Incontinence Clinic Score   
McGill Pain Questionnaire  
Fecal Incontinence Quality of Life Scale 

Databases : EMBASE, MEDLINE, PsychInfo, Google Scholar (from 
inception to January 2022)   

Selection criteria : perineal trauma of any degree sustained during 
childbirth, availability of the full text of the original paper, English 
language, studies concerned with the cross-cultural adaptation of a 
PROM 

COSMIN criteria   

No patient involvement 

Methods and materials

Table 1. COSMIN taxonomy of measurement properties2

Hypothesis : There is inconsistency in the use of patient-reported 
outcome measures (PROMs) in clinical trials. This leads to research 
waste. The objective of this study was to assess the content validity of 
commonly used PROMs in women with childbirth perineal trauma. 
Methods : A systematic review of clinical trials using PROMs in women 
with childbirth perineal trauma. EMBASE, Medline, PsychInfo and 
Google Scholar databases were searched. The COSMIN criteria were 
applied.  
Results : Three development studies were retrieved (Cleveland 
Incontinence Clinic Scale, McGill Pain Questionnaire, Fecal 
Incontinence Quality of Life Scale). No content validity studies on 
PROMs were found.  
Conclusion : There is limited evidence surrounding the content validity 
of PROMs used in women with childbirth perineal trauma. 

Abstract
A total of 10,827 papers were identified across three databases (EMBASE, 
MEDLINE, PsychoInfo). After applying additional limits, 10,464 papers 
were excluded. A further 61 papers were excluded after deduplication. Out 
yield was further narrowed down to 302 papers.  The titles were screened 
and checked against the inclusion criteria, but none were eligible. A hand-
search on Google Scholar was performed for potentially eligible papers. 

The development studies for three of the five most used PROMs were 
retrieved (Cleveland Incontinence Clinic Scale, McGill Pain Questionnaire, 
Fecal Incontinence Quality of Life Scale). No content validity studies on 
PROMs were located.     

Results

Chart 1. A PRISMA flow diagram showing the final set of eligible papers

We applied criteria based on the COSMIN guidelines to assess the 
development studies of PROMs. Only one PROM development study 
(Fecal Incontinence Quality of Life Scale) presented a clear but broad 
description of the target population for which it was developed. Pilot studies 
were performed in the development stage of only two PROMs (McGill Pain 
Questionnaire, Fecal Incontinence Quality of Life Scale). All PROM 
development studies lacked patient participation and did not report on 
cognitive interviews. It is unclear whether the items included in the PROMs 
are of relevance and whether saturation was reached when developing 
these instruments. The overall quality of the development studies of the 
PROMs was inadequate. No content validity studies on PROMs were 
identified.  

The quality of evidence of all PROMs were given a ‘very low’ score. 
Therefore, based on the available evidence it is difficult to establish which 
PROM has the best content validity and when they should be selected for 
use.  

Discussion
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