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News Highlights from January 17 – 28, 2005 
EXECUTIVE SUMMARY 

 
This issue of TrendsRx® Drug Pipeline and News contains information regarding recent NDA approvals, 
product launches, recent drug safety information, and updated national clinical guidelines. Each issue 
will contain up-to-date pipeline information, as well as select information regarding drug safety, updated 
national clinical guidelines, and clinical studies of interest. Contact your Caremark Account 
Representative for additional information regarding any of the pipeline or other information contained 
in this product. 
 

PIPELINE 
 

Mevacor® (lovastatin) Prescription to Over-the-Counter (OTC) Switch Rejected1   The U.S. Food and Drug 
Administration’s (FDA) Nonprescription Drugs and Endocrinologic & Metabolic Drugs Advisory Committees 
voted 20-3 against the approval of prescription to OTC switch of the cholesterol-lowering agent, Mevacor. Johnson 
and Johnson/Merck & Co. Inc, looked at 3,000 participants in The Consumer Use Study of OTC Mevacor 
(CUSTOM) in which committee members agreed by a 19-5 vote that it did not support the conclusion that 
lovastatin 20mg can be used safely and effectively as an OTC agent. 

 
 Recent NDA Approvals2 

 
Drug Name Indication(s) Drug Class Approval 

Date 
Route of 

Administration Comments 

FemHRT ® 
(norethindrone 
acetate/ethinyl estradiol), 
0.5 mg/2.5 mcg; 
manufactured by Warner 
Chilcott PLC 

The treatment of 
moderate to severe 
vasomotor symptoms 
associated with 
menopause and for 
the prevention of 
postmenopausal 
osteoporosis 

Estrogen 
replacement 
therapy 

1/17/2005 Oral 
 
Low dose version of 
FemHRT (0.5 mg/2.5 
mcg) 

The company expects to 
launch the product in 
the 2Q 2005 

Menactra™ 
(Meningococcal [Groups 
A, C, Y and W-135] 
Polysaccharide Diphtheria 
Toxoid Conjugate 
Vaccine); manufactured by 
Sanofi Aventis 

For protection against 
meningococcal 
disease in adolescents 
and adults aged 11-55 
years 

Vaccine 1/17/2005 Injection-IM  
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Recent Product Launches2 

 
Drug Name Indication(s) Drug Class Launch 

Date 
Route of 

Administration Comments 

Vesicare® (solifenacin 
succinate); manufactured by 
Yamanouchi Pharmaceutical 

The tx of overactive 
bladder (OAB) 

Muscarinic 
antagonist 

1/20/2004 Oral 
 
Once-daily 

 

Norditropin NordiFlex® 
(somatropin [rDNA] 
injection); manufactured by 
Novo Nordisk  

Long-term tx of 
children with growth 
failure due to 
inadequate secretion 
of endogenous growth 
hormone and adults 
with growth hormone 
deficiency (GHDA) 

Growth 
hormone 

01/26/2005 Injection 
 
Prefilled, multi-
dose, liquid growth 
hormone in a 
disposable pen 

A demonstration kit 
entitled "Simplicity at 
Hand" is available for 
healthcare 
professionals. The kit 
contains brochures 
on how to use the 
pen and information 
about support 
services such as 
financial assistance 
and online support. 

Zylet™ (0.5% loteprednol 
etabonate/0.3% 
tobramycin); manufactured 
by Pharmos 

The tx of steroid-
responsive 
inflammatory ocular 
conditions for which a 
corticosteroid is 
indicated and where 
superficial bacterial 
ocular infection or a 
risk of infection exists 

Corticosteroid/ 
Antibiotic 
combination 

01/23/2005 Ocular 
 
Suspension 

 

Macugen® (pegaptanib 
sodium injection); 
manufactured by Eyetech 
Pharmaceuticals 

The tx of neovascular 
(wet) age-related 
macular degeneration 
(AMD) 

Vascular 
endothelial 
growth factor 
(VEGF) 
inhibitor 

01/20/2005 Ocular 
 
Intravitreal injection 

The product is 
available through 
three distributors, 
McKesson Specialty, 
Priority Healthcare 
and Besse Medical. 

 
Recent NDA Submissions2 

 
Drug Name Indication(s) Drug Class Submission 

Date 
Route of 

Administration Comments 

Zarnestra® (tipifarnib); 
manufactured by Johnson 
& Johnson Pharmaceutical 

The tx of acute 
myeloid leukemia 
(AML) in patients 65 
years of age and older 

Farnesyl 
transferase 
inhibitor 

01/24/2005 Oral  

 
First Generic Approvals/Launches2 

 
Generic Drug 

Name Reference Brand Dosage 
Form/Strength(s) Approval Date Launch 

Date Comments 

terconazole vaginal 
cream, 0.4% 

Terazol 7 Vaginal 
Cream 0.4% 

Vaginal cream 01/20/2005  Terconazole vaginal cream is 
used for the local tx of 
vulvovaginal candidiasis. 
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DRUG SAFETY 

 
Medication Safety Alert for Viramune® (nevirapine) 3  On January 19, 2005, The FDA issued a public health 
advisory informing healthcare professionals and patients about the recent safety-related changes to the Viramune 
labeling and the appropriate use of human immunodeficiency virus (HIV) triple combination therapy containing 
nevirapine. The Indications and Usage section of the Viramune label recommends against the initiation of 
Viramune therapy in women with CD4+ cell counts greater than 250 cells/mm3 unless the benefits clearly outweigh 
the risks. This recommendation is based on a higher observed risk of serious liver toxicity in patients with a higher 
baseline CD4+ cell count. The revised labeling also includes a Medication Guide informing patients about the risks 
associated with Viramune when used for the treatment of HIV. 

 
Methylin® Chewable Tablets (methylphenidate): Voluntary One-Lot Recall4  On January 14, 2005 (a 
MedWatch Alert was issued on January 19, 2005), Alliant Pharmaceuticals, Inc. issued a press release to notify 
healthcare professionals of a voluntary recall of one lot of Methylin Chewable 5 mg tablets, used for Attention 
Deficit Hyperactivity Disorder and Narcolepsy. Upon testing and evaluation, Alliant found that lot number 
AMT50402A may contain up to three times the active ingredient posing a serious health risk for some patients 
and recommended its recall.  

 
 NEW AND UPDATED CLINICAL GUIDELINES 

 
American College of Chest Physicians (ACCP)/American College of Asthma, Allergy, and Immunology 
(ACAAI): Guidelines Regarding the Selections of Aerosol Devices for Use in Asthma or Chronic 
Obstructive Pulmonary Disease (COPD) 5

The ACCP/ACAAI issued joint evidence-based guidelines regarding the selection of the appropriate aerosol 
delivery device in specific clinical settings. The increased number of inhaler devices has resulted in a variety of 
options for clinicians who are selecting a delivery device for aerosol therapy. The new guidelines are available in 
the January 2005 issue of Chest. 

 
American Heart Association (AHA): Blood Pressure Guidelines6  The AHA released their latest blood 
pressure recommendations in December 2004. The new guidelines discuss out-of-office blood pressure readings 
and proper cuff size as some of the many considerations in the accurate measurement of blood pressure. These 
recommendations came as a two-part statement; the first part published in the January issue of Hypertension, and 
the second part will be published in the February issue. 

 
Updated Guidelines on the Use of Antiretroviral Drugs to Prevent HIV7   The Centers for Disease 
Control and Prevention (CDC), an agency of the Department of Health and Human Services, announced new 
guidelines for the use of antiretroviral drugs to prevent HIV infection after nonoccupational HIV exposure. 
Examples of these situations include sexual intercourse, sexual assault, injection drug use, or accidents. Medical 
treatment after nonoccupational HIV exposure is less effective compared to the prevention of HIV infection by 
avoiding exposure. This report summarizes knowledge about the use and potential efficacy of nonoccupational 
Postexposure Prophylaxis (nPEP) and details guidelines for its use. The recommendations are intended for 
nonoccupational exposures and are not applicable for occupational exposures.  
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National Asthma Education and Prevention Program (NAEPP): Managing Asthma During Pregnancy 
Guidelines 8  Since the 1993 Asthma and Pregnancy Report, there have been new asthma medications released, 
revisions to the asthma treatment guidelines, and the publication of new gestational safety data. In light of the 
new information, the NAEPP Expert Panel Report “Managing Asthma During Pregnancy: Recommendations 
for Pharmacologic Treatment- 2004 Update” has been released and is published in the January 2005 issue of the 
Journal of Allergy and Clinical Immunology.  
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