
 

 

 
 
 

 

 
  

 
 
 

 
 

 
 

 

 

 

 

 

 
 

 

 
 

 

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

NDA 21-588/S-023 

Novartis Pharmaceuticals Corporation 
Attention: Maged Darwish 
Associate Director, Global Regulatory CMC 
One Health Plaza 
East Hanover, NJ 07936-1080 

Dear Mr. Darwish: 

Please refer to your supplemental new drug application dated November 20, 2007, received  
November 20, 2007, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for 
Gleevec® (imatinib mesylate) Tablets, 100mg. 

This “Changes Being Effected in 30 days” supplemental new drug application provides for a change in 
the number of tablets from 100 to 90 tablets per bottle of Gleevec® Tablets, 100 mg. 

Please correct the Product Information section in the final SPL/FPL, to include the updated number of 
tablets in the bottle and the updated NDC number.   

We completed our review of this application.  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 (text for the package insert, 
immediate container labels).  

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(l)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/oc/datacouncil/spl.html that is identical to the enclosed labeling (text for the 
package insert).  Upon receipt, we will transmit that version to the National Library of Medicine for 
public dissemination.  For administrative purposes, please designate this submission, “SPL for 
approved NDA 21-588/S-023.” 

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 Susan Jenney, MS, Regulatory Project Manager, at (301) 796-0062. 

Sincerely, 

{See appended electronic signature page} 

Hasmukh B. Patel, Ph.D. 
Branch Chief 
Branch 8, Division of Post-Marketing Evaluation 
Office of New Drug Quality Assessment 
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. 

/s/
 

Hasmukh Patel
 
4/30/2008 11:11:22 AM
 


	21588scp023 proposed.pdf
	Go to Main TOC
	Go to Item TOC
	PDF format
	1   INDICATIONS AND USAGE
	1.1 Newly Diagnosed Philadelphia Positive Chronic Myeloid Leukemia (Ph+ CML)
	1.2 Ph+ CML in Blast Crisis (BC), Accelerated Phase (AP) or Chronic Phase (CP) After Interferon-alpha (IFN) Therapy
	1.3 Pediatric Patients with Ph+ CML in Chronic Phase
	1.4 Ph+ Acute Lymphoblastic Leukemia (ALL)
	1.5 Myelodysplastic/Myeloproliferative Diseases (MDS/MPD)
	1.6 Aggressive Systemic Mastocytosis (ASM)
	1.7 Hypereosinophilic Syndrome (HES) and/or Chronic Eosinophilic Leukemia (CEL)
	1.8 Dermatofibrosarcoma Protuberans (DFSP)
	1.9 Kit+ Gastrointestinal Stromal Tumors (GIST).

	2    DOSAGE AND ADMINISTRATION
	2.1 Adult Patients with Ph+ CML CP, AP and BC
	2.2 Pediatric Patients with Ph+ CML
	2.3 Ph+ ALL
	2.4 MDS/MPD
	2.5 ASM
	2.6 HES/CEL
	2.7 DFSP
	2.8 GIST
	2.9 Dose Modification Guidelines
	2.10 Dose Adjustment for Hepatotoxicity and Non—Hematologic Adverse Reactions
	2.11 Dose Adjustment for Hematologic Adverse Reactions

	3   DOSAGE FORMS AND STRENGTHS
	4   CONTRAINDICATIONS
	5    WARNINGS AND PRECAUTIONS
	5.2 Fluid Retention and Edema
	5.3 Hematologic Toxicity
	5.4 Severe Congestive Heart failure and Left Ventricular Dysfunction
	5.5 Hepatotoxicity
	5.6 Hemorrhage
	5.7 Gastrointestinal Disorders
	5.8 Hypereosinophilic Cardiac Toxicity
	5.9 Dermatologic Toxicities
	5.10 Toxicities From Long—Term Use

	6.0 ADVERSE REACTIONS
	6.1 Chronic Myeloid Leukemia
	6.2 Hematologic Toxicity
	6.3 Hepatotoxicity
	6.4 Adverse Reactions in Pediatric Population
	6.5 Adverse Reactions in Other Subpopulations
	6.6 Acute Lymphoblastic Leukemia
	6.7 Myelodysplastic/Myeloproliferative Diseases
	6.8 Aggressive Systemic Mastocytosis
	6.9 Hypereosinophilic Syndrome and Chronic Eosinophilic Leukemia
	6.10 Dermatofibrosarcoma Protuberans
	6.11 Gastrointestinal Stromal Tumors
	6.12 Additional Data From Multiple Clinical Trials
	6.13  Postmarketing Experience

	7    DRUG INTERACTIONS
	7.1 Agents Inducing CYP3A Metabolism
	7.2 Agents Inhibiting CYP3A Metabolism
	7.3 Interactions with Drugs Metabolized by CYP3A4.
	7.4 Interactions with Drugs Metabolized by CYP2D6
	7.5  Interaction with Acetaminophen

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

	10    OVERDOSAGE
	11    DESCRIPTION
	12    CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.3 Pharmacokinetics

	13    NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

	14    CLINICAL STUDIES
	14.1 Chronic Myeloid Leukemia
	14.2 Pediatric CML
	14.3 Acute Lymphoblastic Leukemia
	14.4 Myelodysplastic/Myeloproliferative Diseases
	14.5 Aggressive Systemic Mastocytosis
	14.6 Hypereosinophilic Syndrome/Chronic Eosinophilic Leukemia
	14.7 Dermatofibrosarcoma Protuberans
	14.8 Gastrointestinal Stromal Tumors

	15    REFERENCES
	16    HOW SUPPLIED/STORAGE AND HANDLING
	17    PATIENT COUNSELING INFORMATION
	17.1 Dosing and Administration
	17.2 Pregnancy and Breast-Feeding


	Word Format
	SPL/XML format

	21588scp023 contain.pdf
	Go to Main TOC
	Go to Item TOC
	100mg 90's label




