
 

 

 
 
 

 

 
  

 
 
 

 
 

 

 

 

 

 

 

 

 

 

  
   

 
     

 
 
 
 
 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
Food and Drug Administration 
Rockville, MD 20857 

NDA 21-287/S-011 

sanofi-aventis U.S. LLC 
Attention: Ketan Patel, R.Ph. 
Senior Manager 
55 Corporate Drive 
Bridgewater, NJ 08807 

Dear Mr. Patel: 

Please refer to your supplemental new drug application recieved March 27, 2008, under section 505(b) 
of the Federal Food, Drug, and Cosmetic Act for Uroxatral® (alfuzosin HCl extended release tablets). 

We also refer to your August 25, 2008, amendment.  

This “Changes Being Effected” supplemental new drug application provides for changes to the  
WARNINGS section of the labeling. 

We have completed our review of this application, as amended. This application is approved, effective  
on the date of this letter, for use as recommended in the agreed-upon labeling text.  

The final printed labeling (FPL) must be identical to the enclosed labeling.  

Please submit an electronic version of the FPL according to the guidance for industry titled Providing 
Regulatory Submissions in Electronic Format - NDA. Alternatively, you may submit 20 paper copies 
of the FPL as soon as it is available but no more than 30 days after it is printed. Individually mount 15 
of the copies on heavy-weight paper or similar material. For administrative purposes, designate this 
submission "FPL for approved supplement NDA 21-287/S011.” Approval of this submission by  
FDA is not required before the labeling is used. 

If you issue a letter communicating important information about this drug product (i.e., a “Dear Health 
Care Professional” letter), we request that you submit a copy of the letter to this NDA and a copy to 
the following address: 

   MEDWATCH 
  
Food and Drug Administration  


   5515 Security Lane 

HFD-001, Suite 5100 


   Rockville, MD 20852 
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We remind you that you must comply with reporting requirements for an approved NDA  
(21 CFR 314.80 and 314.81). 

If you have any questions, call Olga Salis, Regulatory Project Manager, at (301) 796-0837.  

Sincerely, 

{See appended electronic signature page 

George Benson, M.D. 
       Deputy Director 
       Division of Reproductive and Urologic 

Products 
       Office of Drug Evaluation III 
       Center for Drug Evaluation and Research 

Enclosure: Package Insert 
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---------------------

This is a representation of an electronic record that was signed electronically and 
this page is the manifestation of the electronic signature. 

/s/
 

George Benson
 
9/18/2008 03:02:39 PM
 


	SLR 11 FINAL LABEL.pdf
	LIST OF TABLES
	Table 1 - Mean QT and QTc changes in msec (95% CI) from baseline at Tmax (relative to placebo) with different methodologies to correct for effect of heart rate. 
	Table 2 - Mean Change (SD) from Baseline to week 12 in International Prostate Symptom Score in Three Randomized, Controlled, Double Blind Studies 
	Table 3 - Mean (SD) from Baseline in Peak Urine Flow Rate (mL/sec) in Three Randomized, Controlled, Double-Blind Studies 
	Table 4 - Treatment-Emergent Adverse Events Occurring in ≥2% of UROXATRAL-Treated Patients and More Frequently than with Placebo in 3-Month Placebo-Controlled Clinical Studies 
	Table 5 - Number (%) of Patients with Symptoms Possibly Associated with Orthostasis in 3-Month Placebo-Controlled Clinical Studies 

	LIST OF FIGURES
	Figure 1 - Mean (SEM) Alfuzosin Plasma Concentration-Time Profiles after a Single Administration of UROXATRAL 10 mg tablets to 8 Healthy Middle-Aged Male Volunteers in Fed and Fasted States 
	Figure 2 - Mean Change from Baseline in Total Symptom Score, by Visit:  Study 1
	Figure 3 - Mean Change from Baseline in Total Symptom Score, by Visit:  Study 2 
	Figure 4 - Mean Change from Baseline in Total Symptom Score, by Visit:  Study 3
	Figure 5 - Mean Change from Baseline in Peak Urine Flow Rate (mL/s), by Visit:  Study 1
	Figure 6 - Mean Change from Baseline in Peak Urine Flow Rate (mL/s), by Visit:  Study 2
	Figure 7 - Mean Change from Baseline in Peak Urine Flow Rate (mL/s), by Visit:  Study 3

	DESCRIPTION
	CLINICAL PHARMACOLOGY
	Pharmacokinetics
	Absorption
	Effect of Food
	Distribution
	Metabolism
	Excretion and Elimination

	Special Populations
	Elderly
	Patients with Renal Impairment
	Patients with Hepatic Insufficiency

	Drug-Drug Interactions
	Metabolic interactions
	Other interactions 

	Electrophysiology
	Clinical Studies

	INDICATIONS AND USAGE
	CONTRAINDICATIONS
	WARNINGS
	PRECAUTIONS
	General
	Prostatic Carcinoma
	Drug-Drug Interactions
	Hepatic Insufficiency
	Renal Insufficiency
	Patients with Congenital or Acquired QT Prolongation

	Information for Patients
	Laboratory Tests
	Pediatric Use
	Geriatric Use
	Carcinogenesis, Mutagenesis, and Impairment of Fertility
	Pregnancy
	Nursing Mothers

	ADVERSE REACTIONS
	Signs and Symptoms of Orthostasis in Clinical Studies
	Post-Marketing Adverse Event Reports

	OVERDOSAGE
	DOSAGE AND ADMINISTRATION
	HOW SUPPLIED




