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Abstract

At present, there is no consensus on the best way to define treat-
ment success in the context of stress urinary incontinence (SUI). 
There is, however, a recognition that it is important to include 
patient-reported outcomes among the core assessments. Going 
forward, there is a need to unite outcome reporting tools to be 
able to compare data across studies and perform meaningful meta-
analyses.

“Treatment success” in the context of stress urinary 
incontinence (SUI) can be defined in many different 
ways. For patients, it may simply be a subjective sense 

of improved quality of life, recovered comfort, or renewed confi-
dence. For clinical trials, a number of measures have been used 
to define success, both subjective and objective. These measures 
have not been consistent from study to study. Likewise, in everyday 
practice, there is no universally accepted definition of success. 
This review presents a summary of the different methods we use 
to define success and discusses their strengths and limitations.

Challenges of the current environment
The evolution of the field to where we are today has been far from 
linear. Various specialty societies have recommended the use of 
different standards for measuring success, and a host of question-
naires have been developed and adopted by different jurisdictions 
around the world. 

Many questionnaires that are helpful for clinical trialists  
(e.g., the SEAPI QMM1 and the Bristol Female Lower Urinary Tract 
Symptoms Questionnaire2) are not useful in a practical sense for 
everyday practitioners. Other, shorter questionnaires are more 
practical, but there are so many of them and there is no consensus 
on which should be used. Furthermore, some of these are not easily 
understood by patients and may be burdensome on staff resources. 

A recent review of the literature identified 53 articles published 
with at least five years of follow-up after SUI treatment.3 In these 
53 studies, there was considerable variability in the outcomes 
reported, with an average of two different outcome measures 

reported in retrospective studies, four in prospective studies, and 
three in randomized controlled trials (RCTs). 

There is also the question of how strict one should be in defin-
ing success. The Urinary Incontinence Treatment Network (UITN) 
sets the bar as high as possible with its definition of “cure.”4 The 
UITN criteria insist that a patient be considered strictly “dry” by 
five parameters: self-reported dryness, no leakage in a three-day 
voiding diary, negative standardized cough stress test, negative 
24-hour pad test and no re-treatment. Applying the UITN model 
to a clinical trial population shows how strict these criteria are. 
When they were retrospectively applied to the data from a ran-
domized, controlled trial comparing the tension-free vaginal tape 
(TVT) procedure and Burch colposuspension, the success rate was 
less than 10%.5,6

By contrast, if patient satisfaction was used to determine suc-
cess, the success rate in that same study was approximately 80%.5 
One might consider those patients who did not meet the UITN 
criteria, but did report treatment satisfaction as “happy failures.”

So what should we use to define success? 
At this stage, there is a consensus that patient-reported outcomes, 
including impact on quality of life, are very important to assess 
cure rates after surgical treatment of SUI. This stems, in part, from 
the observation that there is a discrepancy between patient and 
physician perception of patient quality of life related to urinary 
symptoms.7 Questionnaires are important tools to capture patient-
reported outcomes, and research has indicated that they are among 
the most acceptable assessment tools from a patient perspective 
(Table 1).8

It remains to be determined which particular outcome measures 
should be used. The Outcome Measure for Incontinence Treatment 
(OMIT) was designed to study which outcome measures are used 
by members of the Society of Urodynamics and Female Urology 
(SUFU).9 The results of these surveys showed reasonable con-
sistency for outcome measures used, suggesting that a minimum 
set of common outcome measures could indeed be developed.

Importantly, among the OMIT survey respondents, there was 
reasonable consensus that urodynamic testing is not typically 
necessary for uncomplicated patients. This is supported by the 
results of the recently reported Value of Urodynamic Evaluation 
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(ValUE) trial, which showed that office evaluation alone is not 
inferior to evaluation with urodynamic testing.10 

One of the practical problems with collecting outcome data 
is accessing this information in patient records. Volatile data are 
often contained in the “free-text” of progress notes, which makes 
it difficult to extract. 

Electronic medical records may offer a solution, if we can con-
figure our data entry to not only fulfil our encounter codes and meet 
our billing requirements, but also capture a limited set of standard 
outcome measures retrievable by automated computer programs.11

Conclusions 
There is an urgent need to unite outcome-reporting tools to be able 
to compare studies and perform meaningful meta-analyses. It seems 
that patient-reported outcomes are the most relevant and should be 
included among these reporting tools. In terms of record-keeping, 
clinicians should implement automated systems and retrieval tools 
that allow for easy data access and the ability to analyze large data 
sets over time and provide updated information.
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Table 1. Bothersomeness of study procedures

Study procedure
Moderate/major 

bother %
Most bother 

%
Least bother 

%
Urodynamic 
studies

30 48 2

24-hour pad test 11 9 18

Q-tip test 19 11 3

Stress test 21 9 2

3-day diary 10 8 20

Pelvic 
examination

10 6 14

Questionnaires 3 3 36
The first column reports on the collapse of the two categories (moderate and major) for the 
bothersomeness of study procedures. The next two columns indicate the patient’s response 
to the procedure ranked as most or least bothersome. 
*Adapted from Zimmern et al. Lessons from a patient experience survey in a randomized 
surgical trial of treatment of stress urinary incontinence in women. Int Urogynecol J 
2011;22(10):1273-8. 




