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† The Approval Date is established by the FDA but does not necessarily mean a generic product is available as of that date or that such product is available.
‡ A launch date/anticipated launch date may not reflect the actual availability of this medication. Due to circumstances beyond the control of CVS Caremark,  
 information related to prospective medication launch dates is subject to change without notice. This information should not be solely relied upon for  
 decision-making purposes.

Recent New Drug Application (NDA) Approvals1, 2*

  Benzyl alcohol 
lotion 5%

Sciele Pharma, 
Inc.

Dosage Form; Strength
Indication 

Approval Date
Anticipated Launch Date‡

Tablet, oral; 20 mg/120 mg 
For the treatment of acute uncomplicated malaria infections due to Plasmodium falciparum in adults and pediatric  
patients weighing at least 5 kg. 

April 7, 2009
TBD

Coartem®  
(artemether/

lumefantrine)
Novartis 

Pharmaceuticals 
Corporation  

Dosage Form; Strength  
Indication
Approval Date
Launch Date‡

Lotion, topical; 5% 
For the topical treatment of head lice infestation in patients 6 months of age and older.   
April 9, 2009
Third quarter 2009

Recent Product Launches1,2*

Dosage Form; Strengths
Indication
Launch Date‡    
 

Dosage Form; Strengths
Indication
Launch Date‡    
 

Dosage Form; Strengths
Indication
Launch Date‡    
 

Tablet, oral, extended-release; 174 mg, 348 mg and 522 mg  
For the treatment of Major Depressive Disorder
April 7, 2009

Capsule, oral; 4 mg and 8 mg   
For treatment of the signs and symptoms of benign prostatic hyperplasia   
April 7, 2009   

Tablet, oral; 5 mg and 10 mg    
For the treatment of patients with advanced renal cell carcinoma after failure of treatment with sunitinib or sorafenib  
April 6, 2009   

Aplenzin™  
(bupropion  

hydrobromide)      
Biovail  

Pharmaceuticals 
Inc./Sanofi-Aventis

Rapaflo™  
(silodosin)     

Watson  
Pharmaceuticals 

  Afinitor®   
(everolimus)       

Novartis  
Pharmaceuticals 

Corporation

Selected Generic Product Approvals/Launches1,2*

  Dosage Form; Strength     
  Approval Date†    
  Anticipated Launch Date‡    
  Comments   

Tablet; 3 mg/0.02 mg 
March 30, 2009  
July 11, 2009 
The reference brand is used for the prevention of pregnancy in women who elect to use an oral contraceptive.
 This product is AB-rated and will be available from a single generics manufacturer.  

 drospirenone/
ethinyl estradiol 

(Yaz®)  
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News
Medication Safety
Information regarding selected medication safety issues can be found on the CVS Caremark Web site at www.caremark.com > Health Professional Services > 
Drug Safety Alerts.

Voluntary Withdrawal of Raptiva® from the U.S. Market 4

In the March 2009 issue of TrendsRx Drug Pipeline & News, we reported labeling changes and a public health advisory for Raptiva 
(efalizumab, Genentech, Inc.), a medication used to treat adult patients with chronic moderate-to-severe plaque psoriasis. The 
warnings were based on the potential risk to patients of developing progressive multifocal leukoencephalopathy (PML), a rare, 
serious and progressive neurologic disease caused by a virus that affects the central nervous system. On April 8, 2009, Genentech 
announced a voluntary withdrawal of Raptiva from the U.S. market because the risks for developing PML far outweigh the 
benefits of the drug. By June 8, 2009, Raptiva will no longer be available in the U.S. Healthcare providers are being asked to 
transition patients from Raptiva to alternative therapies and to avoid initiating the drug in patients.
 
Recall of Influend Brand Cough and Cold Products in Alabama5

On April 15, 2009, ION Labs Incorporated issued a voluntary recall of Influend Cough and Cold products. Due to inadequate 
lab testing, products may have excessive amounts of active ingredients. Possible consequences may include palpitations, 
arrhythmias, low blood pressure, headaches, dizziness, anxiety and restlessness. Although only a few lots were affected, the 
company has stopped distributing all Influend Cough and Cold products manufactured since May 30, 2008. The affected lots in 
question were being sold in the Madison/Huntsville, Alabama area. A list of all recalled lots can be found on the FDA Web site.
 
Health Care News
FDA Expands Access to Plan B® Emergency-Contraceptive Pill6,7

On April 22, 2009, the FDA released a statement regarding its decision to allow 17 year-olds access to the Plan B emergency-
contraceptive pill without a prescription. It will be available in pharmacies upon submission and approval of an appropriate 
application and new product label. In 2006, Plan B was approved as an over-the-counter “emergency” contraceptive for women 
aged 18 and older but remained a prescription for those 17 and under. The pill consists of the hormone progestin and is 
designed to prevent pregnancy if taken within 72 hours of unprotected sexual intercourse.
 
Clinical Guidelines
Updated Guidelines on Heart Failure (HF)8

The American College of Cardiology and the American Heart Association have published updated guidelines on the diagnosis 
and management of HF. The following are highlights of the new recommendations:
 · African-American patients with moderate-to-severe symptoms who remain symptomatic despite optimal medical therapy  
 with an ACE inhibitor and/or a beta-blocker may benefit significantly from the addition of hydralazine and isosorbide dinitrate. 
 · Patients with atrial fibrillation and HF may be treated with either a strategy to maintain sinus rhythm or a strategy to control  
 ventricular rate alone. 
 · Guidelines for patient selection and left ventricular ejection fraction (LVEF) criteria for receiving implantable 
 cardioverter-defibrillators were updated. The new recommendation suggests treatment for patients with either ischemic heart  
 disease or non-ischemic dilated cardiomyopathy and includes all such patients with an LVEF ≤35% in place of the previous  
 inclusion criterion of an LVEF ≤30%. 
 · Routine intermittent infusions of vasoactive and positive inotropic agents are not recommended for patients with refractory  
 end-stage HF. 

Information about the new guidelines can be found in the April 14, 2009  issue of Circulation.
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