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Selected Generic Product Approvals/Launches1,2*

Dosage Form; Strengths
Approval Date†

Launch Date‡

Comments

Tablet, oral; 0.180 mg/0.025 mg, 0.215 mg/0.025 mg and 0.250 mg/0.025 mg (28-day pack)
June 30, 2009
June 30, 2009
The reference brand is used for the prevention of pregnancy in women who elect to use oral contraceptives as a method 
of contraception.
This product is AB-rated and will be available from a single generics manufacturer.

Tri-Lo Sprintec 
[ethinyl estradiol/

norgestimate]  
(Ortho Tri-Cyclen® Lo)

Barr Laboratories, 
Inc

Recent Product Launches1,2*

Dosage Form; Strength
Indication
Launch Date‡

Lotion, topical; 5%
For the topical treatment of head lice infestation in patients 6 months of age and older
June 15, 2009

UlesfiaTM (benzyl 
alcohol)

Sciele Pharma, 
Inc., a Shionogi 

Company

Recent Supplemental New Drug Application (sNDA) Approvals1,2*

Dosage Form
Indication 

Approval Date
Comments

Dosage Form; Strengths
Indication
Approval Date
Comments

Dosage Form; Strength
Indication
Approval Date
Comments

Dosage Form; Strength
Indication 

Approval Date
Comments

Injection; intravenous infusion
For the maintenance treatment of patients with locally advanced or metastatic non-squamous non-small cell lung cancer 
whose disease has not progressed after four cycles of platinum-based first-line chemotherapy
July 2, 2009
This is a new indication for an already approved product.

Tablet, oral
As initial therapy in patients likely to need multiple drugs to achieve their blood pressure goals 
July 16, 2009
This is a new indication for an already approved product.

Tablet, oral
For the treatment of HIV-1 infection, in combination with other antiretroviral agents, in adult patients
July 8, 2009
This is a new indication for an already approved product.

Injection, subcutaneous
For the treatment of men and women with osteoporosis associated with sustained systemic glucocorticoid therapy at 
high risk for fracture 
July 22, 2009
This is a new indication for an already approved product.

Alimta®  
(pemetrexed)

Eli Lilly and  
Company

Tekturna HCT® 
(aliskiren/ 

 hydrochlorothiazide)
Novartis  

International AG

Isentress®  
(raltegravir)

Merck & Co., Inc

Forteo®  
(teriparatide)

Eli Lilly and  
Company
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Recent New Drug Application (NDA) Approvals1, 2*

Feraheme™ 
(ferumoxytol)

AMAG  
Pharmaceuticals, 

Inc

EffientTM

 (prasugrel)

Daiichi Sankyo 
Co., Ltd/ Eli Lilly 

and Company

SumavelTM 

DoseProTM 
(sumatriptan)

Zogenix, Inc

ACUVAILTM 
(ketorolac  

tromethamine)
Allergan, Inc

Dosage Form; Strength
Indication 
 
 

Approval Date
Launch Date‡

Dosage Form; Strength
Indication
Approval Date
Anticipated Launch Date‡

Dosage Form; Strengths
Indication 

Approval Date
Anticipated Launch Date‡

Tablet, oral; 400 mg
For the reduction of the risk of cardiovascular hospitalization in patients with paroxysmal or persistent atrial fibrillation 
(AF) or atrial flutter (AFL), with a recent episode of AF/AFL and associated cardiovascular risk factors (i.e., age >70, 
hypertension, diabetes, prior cerebrovascular accident, left atrial diameter ≥50 mm or left ventricular ejection fraction 
<40%), who are in sinus rhythm or who will be cardioverted
July 1, 2009
July 28, 2009

Tablet, oral; 1.5 mg
For prevention of pregnancy following unprotected intercourse or a known or suspected contraceptive failure
July 10, 2009
August, 2009

Soluble film, buccal; 200 mcg, 400 mcg, 600 mcg, 800 mcg and 1200 mcg
For the management of breakthrough pain in patients with cancer, 18 years of age and older, who are already receiving 
and who are tolerant to opioid therapy for their underlying persistent cancer pain
July 16, 2009
Fourth quarter 2009

Multaq®  
(dronedarone)

sanofi-aventis

Plan B® One Step 
(levonorgestrel)

Duramed  
Pharmaceuticals, 

Inc

OnsolisTM 
(fentanyl)

Meda  
Pharmaceuticals, 

Inc

Dosage Form; Strength
Indication
Approval Date
Launch Date‡

Dosage Form; Strengths
Indication 

Approval Date
Anticipated Launch Date‡

Dosage Form; Strength
Indication 

Approval Date
Anticipated Launch Date‡

Dosage Form; Strength
Indication
Approval Date
Anticipated Launch Date‡

Injection, intravenous; 30 mg/mL
For the treatment of iron deficiency anemia in adult patients with chronic kidney disease
June 30, 2009
July 13, 2009

Tablet, oral; 5 mg and 10 mg
For the reduction of thrombotic cardiovascular events (including stent thrombosis) in patients with acute coronary 
syndrome who are to be managed with PCI as follows:
- Patients with unstable angina or, non-ST-elevation myocardial infarction (NSTEMI)
- Patients with ST-elevation myocardial infarction (STEMI) when managed with either primary or delayed PCI
July 10, 2009
Third quarter 2009

Injection, subcutaneous; 6 mg
For the acute treatment of migraine attacks, with or without aura and the acute treatment of cluster headache 
episodes 
July 15, 2009
Third quarter 2009

Solution, ocular; 0.45%
For the treatment of pain and inflammation following cataract surgery
July 22, 2009
September, 2009

Continued on next page

* Adapted from RxPipeline Services Week In Review. For more information, contact: pipeline@caremark.com<mailto:pipeline@caremark.com>
† 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.
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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.

New Boxed Warnings on Smoking Cessation Aids Chantix and Zyban4,5

On July 1, 2009, the FDA notified manufacturers of the smoking cessation aids Chantix (varenicline) and Zyban (bupropion) 
about a requirement to add Boxed Warnings about the risk of developing serious neuropsychiatric symptoms with use of these 
products. The warning stems from postmarketing reports of suicide, unusual or aggressive behaviors, and depression in patients 
who use these products but had no history of psychiatric disease. The temporal correlation between the medications and  
neuropsychiatric symptoms could be linked to the withdrawal effect that occurs with the cessation of nicotine products. The 
agency has asked health care professionals to advise patients to stop taking these medicines if they experience any neuropsychiatric 
symptoms and to immediately seek medical attention. The FDA also recommends that health care professionals assess patients 
for existing psychiatric illness or possible risk factors prior to initiating therapy with Chantix.

Labeling Changes for Immunosuppressant Medications6

On July 14, 2009, the FDA announced it would require labeling changes for several immunosuppressant drugs used to protect 
against organ rejection after transplantation. The agency considers stronger warnings to be warranted to reflect the increased 
risk for activation of latent viral infections, including BK virus-associated nephropathy, in immunosuppressed patients. BK virus-
associated nephropathy has been observed primarily in renal transplant patients and can lead to allograft loss. The following 
medications are affected:
• Rapamune® (sirolimus, Wyeth)
• Sandimmune® (cyclosporine, Novartis Pharmaceuticals Corp.) and its generics
• Neoral® (cyclosporine [modified], Novartis Pharmaceuticals Corp.) and its generics
• Cellcept® (mycophenolate mofetil, Roche Laboratories) and its generics
• Myfortic® (mycophenolic acid, Novartis Pharmaceuticals Corp.)

The FDA recommends monitoring patients for the development of BK virus-associated nephropathy, with early intervention and 
immunosuppression therapy adjustments as necessary.

Health News
2009-2010 Seasonal Influenza Vaccine Approved7

On July 20, 2009, the FDA announced the approval of a vaccine for the 2009-2010 influenza season. As always, there is the possibility of 
a less-than-optimal match between predicted and actual virus strains that cause the most illness. Even if the match is not exact, 
the new vaccine may reduce disease severity or help prevent influenza-related complications. The new vaccine will not protect 
against the H1N1 influenza virus. Manufacturers, government agencies, international partners and the FDA are continuing their  
efforts to develop a safe and effective H1N1 vaccine.

Six brand-name seasonal influenza vaccines will be available:
• Afluria® (CSL Limited)
• Fluarix® (GlaxoSmithKline Biologicals)
• FluLaval® (ID Biomedical Corporation)
• Fluvirin® (Novartis Vaccines and Diagnostics Limited)
• Fluzone® (Sanofi Pasteur, Inc)

• FluMist® (MedImmune Vaccines, Inc)

References
1. CVS Caremark. RxPipeline. Available at: www.caremark.com/wps/portal/client. Accessed July 3, 2009; July 10, 2009; July 17, 2009; July 24, 2009; and July 31, 2009.  2. Drugs@FDA. Rockville, MD: Food and Drug Administration, Center for Drug Evaluation and 
Research. Available at: http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm. Accessed July 2009.  3.  Facts & Comparisons. Facts & Comparisons Web site. http://www.factsandcomparisons.com/. Accessed July 2009.  4.  FDA Public Health 
Advisory. FDA Requires New Boxed Warnings for the Smoking Cessation Drugs Chantix and Zyban. Food and Drug Administration Web site. http://www.fda.gov/Drugs/DrugSafety/PublicHealthAdvisories/ucm169988.htm. Accessed July 21, 2009.
5.  FDA Drug Safety and Availability. Varenicline (marketed as Chantix) and Bupropion (marketed as Zyban, Wellbutrin, and generics). Food and Drug Administration Web site. http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationfor
PatientsandProviders/DrugSafetyInformationforHeathcareProfessionals/ucm169986.htm. Accessed July 21, 2009.  6.  FDA Drug Safety and Availability. Immunosuppressant Drugs: Required Labeling Changes. Food and Drug Administration Web site. 
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/DrugSafetyInformationforHeathcareProfessionals/ucm171654.htm. Accessed July 21, 2009.  7.  FDA Press Announcements. FDA Approves Vaccine for 
2009-2010 Seasonal Influenza. Food and Drug Administration Web site. http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm172772.htm. Accessed July 27, 2009.

© 2009 Caremark.  All rights reserved.  Any names and trademarks listed herein are the property of their respective manufacturers.
Please note: This document provides a brief overview of various subjects. This letter is provided as reference material and is based in part 
on information derived from third parties. Caremark does not assume liability or responsibility for the accuracy or completeness of any 
third-party material footnoted in this letter. Caremark does not operate the Web sites listed here, nor is it responsible for the availability or 
reliability of their content. These listings do not imply or constitute an endorsement, sponsorship or recommendation by Caremark.


