
 

 

 
 
 

 

 
  

 
 
 

 
 

 
 

 
 

 

 

 
 

 

 

 
 

 

 
 

 

 
 

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

NDA 22-011/S-002 

Novartis Pharmaceuticals Corporation 
Attention: Michael S. Buska 
Director Regulatory Affairs 
One Health Plaza 
East Hanover, NJ 07936-1080 

Dear Mr. Buska: 

Please refer to your supplemental new drug application dated April 27, 2009, received April 28, 2009, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for TYZEKA® 
(telbivudine) 600 mg tablet.  

This supplemental new drug application updates the TYZEKA® (telbivudine) tablet package insert 
and Medication Guide to include information approved on April 28, 2009 for the oral solution.  

We 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. 

LABELING 

The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package insert 
and Medication Guide). 

Marketing the product with FPL that is not identical to the approved labeling text and in the required 
format may render the product misbranded and an unapproved product.  

LETTERS TO HEALTH CARE PROFESSIONALS 

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 


Suite 12B05 

5600 Fishers Lane 

Rockville, MD 20857 
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REPORTING REQUIREMENTS 

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 Kenny Shade, Senior Regulatory Health Project Manager, at (301) 796
0807. 

Sincerely, 

{See appended electronic signature page} 

Debra Birnkrant, MD 
Director 
Division of Antiviral Products 
Office of Antimicrobial Products 
Center for Drug Evaluation and Research 

Enclosure: PPI and MedGuide 
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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/
 

Kendall Marcus
 
5/8/2009 02:53:25 PM
 


	NDA22011SLR002AppvLtr.pdf
	pi
	1 INDICATIONS AND USAGE
	1.1 Chronic Hepatitis B

	2 DOSAGE AND ADMINISTRATION
	2.1 Adults and Adolescents (≥16 years of age)
	2.2 Renal Impairment
	2.3 Hepatic Impairment
	2.4 Duration of Therapy

	3 DOSAGE FORMS AND STRENGTHS
	3.1 Tablets
	3.2 Oral Solution

	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1 Lactic Acidosis
	5.2 Exacerbations of Hepatitis B after Discontinuation of Treatment
	5.3 Myopathy
	5.4 Peripheral Neuropathy

	6 ADVERSE REACTIONS
	6.1 Clinical Trial Experience
	6.2 Postmarketing Experience

	7 DRUG INTERACTIONS
	8 USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.2 Labor and Delivery
	8.3 Nursing Mothers
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Renal Impairment
	8.7 Liver Transplant Recipients
	8.8 Co-Infected Patients

	9 DRUG ABUSE AND DEPENDENCE
	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.2 Pharmacodynamics
	12.3 Pharmacokinetics in Adults
	12.4 Microbiology

	13 NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

	14 CLINICAL STUDIES
	14.1 Clinical Experience in Nucleoside-Naïve Adults

	16 HOW SUPPLIED/STORAGE AND HANDLING
	17 PATIENT COUNSELING INFORMATION
	17.1 Instructions for Patients





