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Division of Reproductive and Urologic Products
Center for Drug Evaluation and Research

Date: September 24, 2008

Reviewer: LyImda Reid, Ph.D.

Supervisory Pharmacologist

NDA #lSS#/date: 22-030 (N000) May 1, 2008

Sponsor: ’ - Pfizer

Drug Product: Fesoterodine fumarate (Toviaz®)

Indication: _ Overactive bladder

RE: MHT Labeling Consult
 

Introduction: This NDA was originally filed on March 17, 2006. It received an

approvable action pending satisfactory inspection of the manufacturing facility on

January 25, 2007. Labeling negotiations were, for the most part, completed at that time.

The submission received on May 1, 2008 contained the Sponsor’s final proposed label.

A consult was sent to the Maternal Health Team (MHT) on June 27, 2008. The DRUP

Pharm/Tox team filed their completed reviews with recommended pregnancy labeling on

September 16, 2008. On September 19, 2008, the Division received the MHT review of

the Pregnancy section containing labeling recommendations in non-PLR and PLR
formats.

The Toviaz labeling agreed to by the Sponsor and DRUP is consistent with other

antimuscarinic drug labels. The reproductive and developmental findings for
fesoterodine are similar to all other antimuscarim'c products. The recommended changes

proposed by thevMHT would make the Toviaz label significantly different than the other

drugs of this class and may unfairly penalize it. In addition, the recommended division of
the nonclinical data into summary and detailed observations is considered cumbersome

and confusing in the non-PLR labeling format.

Regulatory Action: We recommend that the labeling format proposed by the Sponsor
be retained. At the time this label is converted from non—PLR to PLR formatting, we will

incorporate the recommended changes as appropriate.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

 
PHARMACOLOGY/TOXICOLOGY REVIEW AND EVALUATION

NDA NUMBER: 22-030

SERIAL NUMBER: 010

DATE RECEIVED BY CENTER: ‘01 May 2008

PRODUCT: Fesoterodine

INTENDED'CLINICAL POPULATION: Men and women with overactive bladder with

symptoms of urinary urgency, fi'equency and/or urge
incontinence

SPONSOR: Schwartz Pharma

DOCUMENTS REVIEWED: Electronic File >

REVIEW DIVISION: Division of Reproductive and Urologic Products

PHARM/TOX REVIEWER: Laurie McLeod—Flynn, Ph.D., D.A.B.T.

PHARM/TOX SUPERVISOR: i Lynnda Reid, Ph.D.

DIVISION DIRECTOR: ‘ Scott Monroe, M.D.

PROJECT MANAGER: Celia Peacock, MPH, RD

Date of review submission to Division File System (DFS): 09/11/08

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


TABLE OF CONTENTS _

EXECUTIVE SUMJVIARY ...................................................................................-. .......... 3

2.6 PHARMACOLOGY/TOXICOLOGY REVIEW ................................................... 7

2.6.1 INTRODUCTION AND DRUG HISTORY................................................................... 7

OVERALL CONCLUSIONS AND RECOMMENDATIONS ................................................. 9

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.


