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Abstracts 406

Conclusions:

The bladder selectivity of tolterodine IR when compared to oxybutynin IR extends to the once-daily

formulation of these products. Tolterodine once-daily has selectivity for the bladder versus salivation white

Dltropan XL has an overall greater effect on salivation than on the bladder.

References:

1) Nilvebrant L, et al. EurJ Pharmacol. 1997; 327: 195-207.

2) Appell RA, Urology 1997; 50 (6A Suppl.): 90-96

3) Abrams P, et al. Br J Urol 1998; 81: 801-810

4) Drutz H. et al. Int Urogynecol J Pelvic Floor Dysfunct 1999; 10: 283-289

Supported by Pharmacia Corporation
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Authors: (1) W. Stewart (2) R. Herzog (3) A. Wein (4) P. Abrams (5) C. Payne (6) R. Corey (T) T.
Hunt (8) NOBLE Program Research Team

Institution: (1) Innovation Health So|utions,(2) University of Michigan,(3) University of Pennsylvania
(4) Bristol Urological lnstitute,(5) Stanford University,(6) Philadelphia College of Pharmacy
(6), (7) Pharmacia Corporation

Title: PREVALENCE AND IMPACT OF OVERACTIVE BLADDER IN THE US: RESULTS FROM
THE NOBLE PROGRAM

Aim of Study:

Overactive bladder (OAB) is a common problem affecting millions of people in the US. There are no reliable

data as to the prevalence and burden of illness of this condition. Although OAB is an inclusive term

describing the population of patients suffering from urinary urgency and frequency with or without urge

incontinence, there are no data at all as to the clinical significance and impact of OAB without incontinence

(OAB Dry) as compared with individuals with incontinence (OAB Wet). In addition. although OAB is easily

understood clinically, there is no agreed objective definition for research use. The National Overactive

BLadder Evaluation (NOBLE) Program was conducted to provide a clinically valid research definition of

OAB, then to establish estimates of its overall prevalence, the individual burden of illness. and to explore

differences between the OAB Wet and OAB Dry populations.
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Abstracts 407

Methods:

A computer assisted telephone interview (CAT!) was developed to estimate variation in prevalence of OAB

by demographic and other factors. The CATI was assessed for reliability and clinical validity. Clinical

validity of the CATI was assessed in a Baltimore-based community sample, where the CAT! diagnosis was

compared to a clinician's diagnosis. The sensitivity and specificity of the CATI for OAB were 61% and 91%,

respectively. As previously reported, the CATI was proven reliable [1]. The validated US national telephone

survey used a quota sampling method to select 5.204 English-speaking adults (218 years of age)

representative of the US non—institutionalized population with regard to gender, age, and geographic region.

OAB Dry was defined .24 episodes of urgency in the preceding 4 weeks, and either frequency more than 8

voids/day or the use of one or more coping behaviors to control bladder tunction. OAB Wet included the

same criteria as OAB Dry plus 23 episodes of urinary incontinence in the past 4 weeks that could not be

explained by stress symptoms. During the CAT}, participants were asked questions about bladder

symptoms and coping behaviors. To assess illness impact, OAB cases and matched controls from the

national survey completed self-administered questionnaires on quality of life (SF-36), quality of sleep (MOS

Sleep), and depression status (CES-D questionnaire).

Results:

The overall prevalence of OAB was 16.9% in women and 16.0% in men, increasing with age. The overall

prevalence of OAB Dry and OAB Wet was 7.6% and 9.3% in women, respectively, and 13.6% and 2.6%,

respectively, in men. Quality of life and symptom data were collected on 215 OAB Dry and 184 OAB Wet

cases and 512 matched controls. After adjusting for differences in comorbid illnesses (ie, congestive heart

failure, diabetes, selected neurological diseases, and cancer) and other demographic factors, OAB Wet and

Dry cases in women and men had Clinically and significantly lower quality of life (SF-36 subscores), lower

depression status (higher CES-D depression scores), and poorer quality of sleep (higher MOS sleep

scores). For many of the measures, OAB Dry was similar to OAB Wet (Table).

Mean scores (SE) in measures of QoL (SF-36, depression, and sleep)

between OAB cases and age-matched controls

"Outcome

SF-36 "

--Physical Health Summary Score  
 
 

 
 
 
 
 
 

 39.3 (1.2)*'*

41.3 (1.0)***

49.4 (0.6) 45.3 (1.4)"'

49.8 (0.7) 46.3 (1.0)'*
SF-36

--Mental Health Summary Score 46.8 (1 .0)‘

L 47.7 {1.9)“"'
1T.1(1.1)“*

16.7 (1.8)"‘

36.5 (1 .a)***

32.9 (2.8)“'

49.7 (0.6) 45.1 (1.4)~

53.6 (0.6) 49.3 (0.9)'**

11.77076) 17.3 (1.'6)"*

7.4 (0.6) 13.0 (0.9)***

25.4 (0.9) 35.4(2.4)*--

20.1(1.1) 27.5(1.5)**-

5l:Z§:D (overall score)

‘ MOS Sleep (mean)

Patent Owner, UCB Pharma GmbH — Exhibit 2064 - 0005

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


