
 
 

 

 
 
 

 

 
  

 
 
 

 
 

 
 

 
 

 

 

 

 

 

 
 

 

 

 

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

NDA 21-875/S-006 

Cephalon, Inc. 
Attention: John M. Sall, PharmD, Ph.D., Director, Regulatory Affairs 
41 Moores Road 
P.O. Box 4011 
Frazer, PA 19355 

Dear Dr. Sall: 

Please refer to your supplemental new drug application dated November 25, 2008, received November 
26, 2008, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Nuvigil 
(armodafinil) Tablets. 

We acknowledge receipt of your submissions dated March 3, 2009 and March 11, 2009. 

This supplemental new drug application provides for two additional dosage strengths; 100 mg and 200 
mg. 

We completed our review of this supplemental new drug application, as amended.  It is approved, 
effective on the date of this letter, for use as recommended in the content of labeling on November 25, 
2008. 

We note that there is an error in your SPL file which prevents us from rendering your SPL.  Please 
submit the final SPL correcting this problem. 

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 

   HFD-001, Suite 5100 


5515 Security Lane 

   Rockville, MD 20852 


We remind you that you must comply with the requirements for an approved NDA set forth under 
21 CFR 314.80 and 314.81. 

If you have any questions, call Teshara G. Bouie, Regulatory Health Project Manager, at (301) 796-
1649. 
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Sincerely, 

{See appended electronic signature page} 

James D. Vidra, Ph.D. 
Branch Chief 
Branch VII, Division of Post-Marketing Evaluation 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

Enclosures 
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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/
 

Jim Vidra
 
3/26/2009 05:40:56 PM
 


	proposed-clean.pdf
	DESCRIPTION
	Pharmacokinetics
	Narcolepsy
	OSAHS I
	WARNINGS
	Diagnosis of Sleep Disorders



	Allergic Reactions
	Potential Interactions with Drugs That Inhibit, Induce, or Are Metabolized by Cytochrome P450 Isoenzymes and Other Hepatic Enzymes 
	The Potential of NUVIGIL to Alter the Metabolism of Other Drugs by Enzyme Induction or Inhibition
	Drugs Metabolized by CYP1A2
	Drugs Metabolized by CYP3A4/5 (e.g., cyclosporine, ethinyl estradiol, midazolam and triazolam)  
	Drugs Metabolized by CYP2C19 (e.g., omeprazole, diazepam, phenytoin, and propranolol) 
	Interactions with CNS Active Drugs
	Data specific to armodafinil or modafinil drug-drug interaction potential with Monoamine Oxidase (MAO) inhibitors are not available.  Therefore, caution should be used when concomitantly administering MAO inhibitors and NUVIGIL.
	Data specific to armodafinil drug-drug interaction potential for additional other drugs are not available. However, the following available drug-drug interaction information on modafinil should be applicable to armodafinil.


	container-200mg.pdf
	Bottle Labels - 200 mg

	container-150mg.pdf
	Bottle Labels - 150 mg

	container-100mg.pdf
	Bottle Labels - 100 mg

	container-50mg.pdf
	Bottle Labels - 50 mg

	carton-250mg.pdf
	Draft Blister Carton - 250 mg

	carton-200mg.pdf
	Draft Blister Carton - 200 mg

	carton-150mg.pdf
	Draft Blister Carton - 150 mg

	carton-100mg.pdf
	Draft Blister Carton 100 mg

	carton-50mg.pdf
	Draft Blister Carton - 50 mg

	blister-250mg.pdf
	Draft Blister Card - 250 mg

	blister-200mg.pdf
	Draft Blister Card - 200 mg

	blister-150mg.pdf
	Draft Blister Card - 150 mg

	blister-100mg.pdf
	Draft Blister Card - 100 mg

	blister-50mg.pdf
	Draft Blister Card - 50 mg

	container-250mg.pdf
	Bottle Labels - 250 mg




