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Silver Spring MD 20993

NDA 21-882/S-010 SUPPLEMENT APPROVAL

Novartis Pharmaceuticals Corporation
Attention: Lincy Thomas, Pharm.D.
Director, Drug Regulatory Affairs
One Hedlth Plaza

East Hanover, NJ 07936-1080

Dear Dr. Thomas;

Please refer to your supplemental new drug application dated July 31, 2009, received July 31,
2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for
Exjade® (deferasirox) Tablets for Oral Suspension.

We acknowledge receipt of your submissions dated October 9, November 6, December 23, 20009;
January 13, 22, 27 and 28, 2010.

This”Prior Approval” supplemental new drug application provides for the addition of the Boxed
Warning and revisions to the Indications and Usage, Dosage and Administration,
Contraindications, Warnings and Precautions, Adverse Reactions, Drug Interactions, Use in
Specific Populations and Clinical Pharmacology sections of the label.

CONTENT OF LABELING

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

As soon as possible, but no later than 14 days from the date of this letter, please submit the
content of labeling [21 CFR 314.50(1)(2)(i)] in structured product labeling (SPL) format as
described at  http://www.fda.gov/oc/datacouncil/spl.html that isidentical to the enclosed
labeling (text for the package insert). For administrative purposes, please designate this
submission, “ SPL for approved NDA 21-882/S-010.

Please submit one market package of the drug product when it is available.

LETTERSTO HEALTH CARE PROFESSIONALS

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


http://www.fda.gov/oc/datacouncil/spl.html
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MedWatch

Food and Drug Administration
5600 Fishers Lane, Room 12B05
Rockville, MD 20857

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 Hyon-Zu L ee, Regulatory Health Project Manager, at
(301) 796-2192.

Sincerely,

{See appended electronic signature page}

Rafel Dwaine Rieves, M.D.

Director

Division of Medica Imaging and Hematology Products

Office of Oncology Drug Products
Center for Drug Evaluation and Research

Enclosure
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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.

RAFEL D RIEVES
01/28/2010



	NDA 21882.S010.AP
	NVS 21882 S010 1.28.10 clean final
	FULL PRESCRIBING INFORMATION
	1  INDICATIONS AND USAGE
	2  DOSAGE AND ADMINISTRATION
	2.1 Dosing Information
	2.2 Dose Modifications

	3  DOSAGE FORMS AND STRENGTHS
	4  CONTRAINDICATIONS
	5  WARNINGS AND PRECAUTIONS
	5.1 Renal
	5.2 Hepatic Dysfunction and Failure
	5.3 Gastrointestinal
	5.4 Cytopenias
	5.5 Hypersensitivity
	5.6 Rash
	5.7 Co-morbidities 
	5.8 Special Senses
	5.9 Laboratory Tests

	6  ADVERSE REACTIONS
	6.1 Clinical Trials Experience
	6.2 Postmarketing Experience 

	7  DRUG INTERACTIONS
	7.1 Effect of Deferasirox on Drug Metabolizing Enzymes
	7.2 Interaction with Agents Metabolized by CYP3A4
	7.3 Interaction with Agents Metabolized by CYP2C8
	7.4 Interaction with Agents Inducing UDP-glucuronosyltransferase (UGT) Metabolism

	8  USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.3 Nursing Mothers
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Renal Impairment
	8.7 Hepatic Impairment

	10  OVERDOSAGE
	11  DESCRIPTION
	12  CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.2 Pharmacodynamics
	12.3 Pharmacokinetics
	12.6 QT Prolongation

	13  NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

	14  CLINICAL STUDIES
	16  HOW SUPPLIED/STORAGE AND HANDLING
	17  PATIENT COUNSELING INFORMATION




