
Selected Generic Product Approvals/Launches1,2*

Dosage Form; Strength
Approval Date†

Launch Date‡

Comments

Topical, lotion; 0.5%
March 6, 2009
May 27, 2009
The reference brand is used as a treatment for patients infected with Pediculus humanus capitis (head lice and their ova) 
of the scalp hair.
This product is therapeutically equivalent to its reference brand and will be available from a single generics manufacturer.

malathion 
(Ovide®)

Dosage Form; Strength
Approval Date†

Anticipated Launch Date‡

Comments

Tablet, oral; 0.75 mg
June 24, 2009
Third quarter 2009
The reference brand is used as a prescription emergency contraceptive to prevent pregnancy following unprotected 
intercourse or a known or suspected contraceptive failure for women age 17 and younger.
In contrast, Plan B OTC is indicated for women 18 years of age and over. 
This product is AB-rated and will be available from a single generics manufacturer.

levonorgestrel 
(Plan B®)
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Recent Product Launches1,2*

Dosage Form; Strength
Indication
Launch Date‡

Dosage Form; Strengths
Indication
Launch Date‡

Comments

Dosage Form; Strengths
Indication 
 

Launch Date‡

Gel, transdermal; 10% (100 mg per packet)
For the treatment of overactive bladder with symptoms of urge urinary incontinence, urgency, and frequency
May 21, 2009

Tablets, oral; 50 mg, 75 mg and 100 mg
Indicated for the relief of moderate to severe acute pain in patients 18 years of age or older
June 23, 2009
The U.S. Drug Enforcement Agency has placed Nucynta™ into Schedule II of the Controlled Substances Act.

Tablet, oral; 50 mg, 100 mg, 150 mg, 200 mg and 250 mg.
Indicated to improve wakefulness in patients with excessive sleepiness associated with obstructive sleep apnea/
hypopnea syndrome, narcolepsy and shift work sleep disorder. It is also indicated as an adjunct to standard 
treatment(s) for the underlying obstruction
June 1, 2009

  ™euqinleG
(oxybutynin)

  nostaW
Pharmaceuticals 

  ®ligivuN

Cephalon, Inc

  ™atnycuN
(tapentadol IR)

PriCara/Ortho-
McNeill-Janssen 

Pharmaceuticals



Recent New Drug Application (NDA) Approvals1,2*

Dosage Form; Strength
Indications 
 
 

Approval Date
Anticipated Launch Date‡

Ophthalmic, suspension drops; 0.6%
For the treatment of bacterial conjunctivitis caused by susceptible isolates of the following bacteria: CDC coryneform 
group G, 
Staphylococcus aureus, Staphylococcus epidermidis, Staphylococcus hominis, Staphylococcus lugdunensis, Streptococcus 
mitis group, Streptococcus oralis, Streptococcus pneumoniae, Streptococcus salivarius
May 28, 2009
Second quarter 2009

Besivance™ 

Bausch & Lomb 
Pharmaceuticals

Dosage Form; Strengths
Indication 

Approval Date
Anticipated Launch Date‡

Tablet, oral, extended-release; 25 mg, 50 mg, 100 mg and 200 mg
Indicated as adjunctive therapy for partial onset seizures with or without secondary generalization in patients ≥13 years 
of age
May 29, 2009
Second quarter 2009

 Lamictal® XR™ 
(lamotrigine)

  enilKhtimS
Beecham

Dosage Form; Strength
Indication
Approval Date
Anticipated Launch Date‡

Capsule, oral; 25 mg
For relief of mild to moderate acute pain
June 16, 2009
Third quarter 2009

  ™rospiZ
  canefolcid(

potassium)

  enydonaX
Pharmaceuticals

Dosage Form; Strength
Indication
Approval Date
Anticipated Launch Date‡

Implant, intravitreal; 0.7 mg
For the treatment of macular edema following branch retinal vein occlusion or central retinal vein occlusion
June 17, 2009
Third quarter 2009

  ™xedruzO
(dexamethasone)

Allergan

Dosage Form; Strength
Indication
Approval Date
Anticipated Launch Date‡

Powder for oral solution; 50 mg
For the acute treatment of migraine attacks with or without aura in adults 18 years of age or older
June 17, 2009
Fourth quarter 2009

  ™aibmaC
  canefolcid(

potassium)

  awoK
Pharmaceuticals 

America, Inc.

Recent Biologic License Application (BLA) Approvals1,2*

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

Dosage Form; Strength 
Indications
 
Approval Date
Anticipated Launch Date‡

Dosage Form
Indication
Approval Date
Comments

Injection, subcutaneous; 180 mg/6mL
For the treatment of cryopyrin-associated periodic syndromes, in adults and children 4 years of age and older including 
familial cold autoin�ammatory syndrome and Muckle-Wells Syndrome
June 18, 2009
Third quarter 2009

Injection, intravenous infusion
For the prevention of osteoporosis in postmenopausal women
May 29, 2009
This is a new indication for an already approved product. 
The dosing interval has been extended to once every two years for the new indication.

  ®siralI
(canakinumab)

  sitravoN
Pharmaceutical 

Corp.

  ®tsalceR
(zoledronic acid)

  sitravoN
Pharmaceuticals 

Corp.

* 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 re�ect 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.

Propylthiouracil-Induced Liver Failure4

On June 4, 2009, the FDA issued a safety alert to health care professionals regarding an increased risk of serious liver injury,  
including liver failure and death, resulting from the use of propylthiouracil in adult and pediatric patients. Thirty-two cases 
(22 adult and 10 pediatric) of serious liver injury associated with propylthiouracil use were reported to the FDA’s Adverse 
Event Reporting System. Of those, 13 resulted in death, while 11 required liver transplants. Propylthiouracil is one of several 
options for the treatment of hyperthyroidism, or overactivity of the thyroid gland, due to Graves’ disease. Health care  
professionals should carefully consider alternative therapies, unless they are contraindicated, for patients with recent 
diagnoses. Patients currently receiving propylthiouracil should be closely monitored for signs and symptoms of liver injury, 
especially during the first six months following initiation of therapy. The FDA is working on changes to the propylthiouracil 
prescribing information, particularly with regard to pediatric patients. In addition, the American Thyroid Association plans to 
revise its treatment guidelines for Graves’ disease in the near future. 

FDA Issues Public Health Advisory Regarding Levemir® Insulin5,6

On June 13, 2009, the FDA discovered that vials of the long-acting insulin, Levemir, manufactured by Novo Nordisk Inc. and 
previously reported as stolen, have reappeared on the U.S. market. Three lots (XZF0036, XZF0037, and XZF0038), or a total of 
129,000 vials, were involved. Because insulin from these lots did not circulate through the normal Novo Nordisk distribution 
channel, proper storage recommendations may not have been followed, and thus the insulin may be dangerous to use. The 
FDA has received one report of a patient who suffered an adverse event due to poor control of glucose levels after using a 
vial from one of the affected lots. The agency is advising patients who use Levemir insulin to check lot numbers on the side 
of the box or vial. If the insulin is from one of the stolen lots, patients should contact their physicians and the Novo Nordisk 
Customer Care Center, toll-free, at 800-727-6500 for further instructions. Because Levemir insulin is a clear and colorless  
solution, the FDA suggests always inspecting the vial for integrity before use.

Warnings on Three Zicam Intranasal Zinc Products7,8

On June 16, 2009, the FDA issued a public health advisory warning consumers and health care providers to discontinue use 
of and discard three zinc-containing Zicam intranasal products sold over-the-counter as cold remedies. The products may 
cause anosmia, or loss of the sense of smell, that may be long-lasting or permanent. The products voluntarily withdrawn 
from the market include Zicam Cold Remedy Nasal Gel, Zicam Cold Remedy Swabs and Zicam Cold Remedy Swabs, Kids 
Size. The oral Zicam tablets and lozenges are not affected and are safe to use. In the 10 years since intranasal Zicam products 
were introduced for sale, the FDA has received 130 reports of anosmia associated with them. The agency recommends that 
consumers experiencing anosmia or other problems following the use of intranasal Zicam products dispose of them and 
contact their health care providers.

Continued on next page
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New Precautions Regarding Neuropsychiatric Risks of Leukotriene Inhibitors9

In January 2009, after examining 41 placebo-controlled clinical trials, the FDA found no definitive correlation between the 
leukotriene-inhibiting drug Singulair (montelukast) and suicidal behaviors. Since then, the agency has reviewed additional 
post-marketing reports and clinical trial data to assess whether or not drugs that act through the leukotriene pathway 
(Singulair, Accolate [zafirlukast], Zyflo [zileuton]) are linked to other neuropsychiatric events, such as agitation, aggression, 
anxiety, sleep disorders and depression. Some of the clinical details reported by patients were consistent with a drug-induced 
effect. Neuropsychiatric events were not commonly observed during clinical trials, which were not designed to look for 
them. Sleep disorders, primarily insomnia, were reported more often with all three drugs in clinical trials. Based on these 
results, the agency has requested that manufacturers include a precaution about possible psychiatric side effects in the drug 
prescribing information. The FDA has also advised patients and health care providers to be vigilant for mood or behavioral 
changes while patients are taking these medications and consider discontinuing these drugs if such symptoms develop.

Clinical Guidelines
NICE Issues Update to Guidelines for New Treatment Options in Type 2 Diabetes10

On May 27, 2009, Great Britain’s National Institute for Health and Clinical Excellence (NICE) issued a short guidance on the use 
of both newer and established agents for the management of blood glucose levels in adults with type 2 diabetes. This guideline, 
number 87, is a partial update of the 2008 clinical guideline 66, “Type 2 Diabetes.”  The updated guideline emphasizes 

• appropriate strategies for initiating and managing insulin therapy with human NPH insulin and various insulin analogues in  
 patients with inadequate blood glucose control with alternative therapies; 

• the place of newer glucose control drugs, such as dipeptidylpeptidase-4 (DPP-4) inhibitors and glucagon-like peptide-1  
 (GLP-1) mimetics in the care pathway;

• second- and third-line therapy options (DPP-4 inhibitors, sulfonylureas, GLP-1 mimetics and thiazolidinediones [TZDs]) when  
 first-line metformin is inadequate; and

• safety concerns with the use of TZDs.

The new guideline can be found at http://www.nice.org.uk/nicemedia/pdf/CG87ShortGuideline.pdf or on the NICE Web site.

New Guidelines for the Management of Psoriasis11

On June 4, 2009, the American Academy of Dermatology released new guidelines for the management and treatment of 
psoriasis using traditional systemic therapies. The new guidelines discuss in detail the efficacy and safety of the three most 
commonly used traditional systemic agents, methotrexate, cyclosporine and acitretin, and offer recommendations for their 
use. In addition, the guideline highlights available data regarding the use of azathioprine, fumaric acid esters, hydroxyurea, 
leflunomide, mycophenolate mofetil, sulfasalazine, tacrolimus, and 6-thioguanine for psoriasis. The new guidelines can be 
found in the June 2009 issue of Journal of the American Academy of Dermatology.
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