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INTRODUCTION & AIMS RESULTS II

METHODS

CONCLUSIONS
• There was an increase in symptom response in patients 

managed with either 4 or 8 mg of fesoterodine 
compared to treatment with placebo, reaching 38.9% –
53.2% resolution of UUI at 12 weeks with fesoterodine. 
At all time points, the decrease in UUE was noticeably 
smaller than that in UUI and total abolition of UUE was 
seldom seen.  

• The proportion of patients achieving normalization of 
NMF was not dissimilar to that achieved with placebo.

• The small week 4 sample size may have affected the 
variability in the estimates of response.

• Total resolution of all symptoms was seldom achieved, 
regardless of timing or dose of fesoterodine. 

• These data, and their time course, provide useful 
information for patients presenting for treatment in 
order to convey realistic expectations of symptom relief.

The proportions of patients experiencing a 50% and 100% 
reduction in their symptoms at week 4, 8 and 12 in for UUE, 
UUI, DMF, NMF and all variables according to treatment 
exposure are shown in Table 2. Figure 1 shows the sample 
size and proportion of patients experiencing resolution of 
UUI at each time point. Overall safety of fesoterodine did not 
differ from that demonstrated in source trials. The most 
frequent TEAE in the fesoterodine groups were dry mouth 
and constipation

Overactive bladder (OAB) affects up to 19% of adults >40 
years of age [1]. Severity of symptoms and urgency 
incontinence drive patients to seek treatment. Data from 
randomized clinical trials (RCT) support the use of 
pharmacotherapy but are limited in that the results only 
describe the average change in index symptoms across the 
sample of patients entering the study.  For newer treatments 
there is still a dearth of data on what response to treatment 
an individual patient might expect given their symptoms at 
presentation, a question often posed to primary care 
practitioners who are commonly charged with initiating drug 
therapy.  Using pooled trial data, this study sought to 
characterize patient symptom response following treatment 
with fesoterodine.

SYMPTOM RELIEF FROM OAB: WHAT AN "AVERAGE" PATIENT MIGHT 

EXPECT: DATA FROM A POOLED ANALYSIS OF FESOTERODINE TREATED 

PATIENTS

RESULTS I

This study used pooled data from 6 fixed dose studies, each 
a parallel, 12 week, double blind RCT to describe the 
degree of symptom improvement by end of weeks 4, 8 and 
12, after exposure to either 4mg, or 8mg of fesoterodine or 
placebo.  Analysis was based on all patients who took at 
least one dose of assigned study drug and contributed data 
to at least one baseline and post-baseline efficacy 
assessment with the baseline value of the outcome variable 
> 0. 
The following measures were used: the proportion of 
patients achieving a 100% and 50% reduction in 
• Urinary urgency episodes/24h (UUE) 
• Urinary urgency incontinence (UUI) episodes /24h 

(where baseline UUI episodes>0)
• Daytime micturition frequency (DMF) /24 h (100% 

resolution defined as DMF<8/24h)
• Nocturnal Micturition Frequency/24h (NMF)

(where 100% resolution is defined as N<1)
• Combined symptoms, reduction in all of urgency, 

24 hr frequency and UUI

6689 patients were included in all studies. Demographic 
details and symptom indices at trial entry are shown in 
Table 1.
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Table 2. Efficacy variables and responder rates by week and intervention 

exposure

 

 Placebo Fesoterodine 4mg Fesoterodine 8mg 

Week 4 1792 1155 2931 

Week 8 410 424 439 

Week 12 1817 1179 2959 

 

Figure 1. Sample size and proportion of patients experiencing resolution 
of UUI
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