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FDA SENDS WARNING LETTER TO N64 NEUTRACEUTICA 


The FDA has issued a warning letter to N64 Neutraceutica related to therapeutic claims and inadequate directions in the firm's product labeling. 

Based on FDA inspection and review of product labeling, the agency said it has determined that the products Grazoph Temuna, Grazoph Tipremunak, WOWPOA, Deparalysis Neutraceutical, Curandaro's general herbal formulas and Personal Spectral Formulas are promoted for conditions that cause them to be classified as drugs under the Federal Food, Drug, and Cosmetic Act (FDCA). 

The therapeutic claims in the products' labeling, including on the firm's website, establish that these products are drugs because they are intended to cure, mitigate, treat or prevent disease, the agency said in the warning letter. 

Furthermore, the warning letter indicated the products are not generally recognized as safe and effective for the referenced conditions; therefore, the products are also considered "new drugs," which may not be legally marketed in the U.S. without prior approval from the FDA. These drugs are also misbranded in that the labeling for these drugs fails to bear adequate directions for use, the letter said. 

The above violations are not meant to be an all-inclusive list of deficiencies for the products or their labeling, the letter said. The FDA recommended the firm take prompt action to correct these deviations and prevent their future recurrence, and requested a response from the firm within 15 working days of the receipt of the letter. 

To view the warning letter, go to http://www.fda.gov/foi/warning_letters/g5138d.htm. 

WYETH AGREES TO SUPPORT CHANGES TO FEN-PHEN SETTLEMENT 
Wyeth has agreed to support an amendment to a nationwide legal settlement with users of its fen-phen products — a move that would guarantee payments to the largest group of members involved in the class action lawsuit. 

The so-called seventh amendment to the National Diet Drug Settlement calls for the creation of a new claims processing structure, funding arrangement and payment schedule for matrix Level I or II claims, the least serious but most numerous claims in the settlement. The settlement involves claims filed against Wyeth by users of Pondium (fenfluramine) and Redux (dexphenfluramine), two Wyeth drugs used in the popular fen-phen diet treatment. The drugs were recalled in 1997 after research showed they might cause heart-valve damage and a fatal lung condition. 

Under the terms of the amendment, all qualified Level I and II claimants would receive a pro rata share of a new $1.275 billion settlement fund to be created by Wyeth. Class members who have more serious claims (Level III and IV) are not affected by the amendment. 

The amendment was approved on a preliminary basis by the U.S. District Court for the Eastern District of Pennsylvania in August 2004, but it had to be approved by the majority of the claimants before it could be finalized. 

Wyeth's decision to support the changes clears the way for the amendment to be formally approved by the court, which has scheduled a Jan. 18 hearing to address the matter.

CDC FOUNDATION CREATES $3.5 MILLION PROGRAM TO STUDY NUTRITIONAL SUPPLEMENTATION
The CDC Foundation has established a $3.5 million program at the Centers for Disease Control and Prevention (CDC) to conduct data analysis and educational activities focused on the potential role of dietary supplementation to address specific nutritional needs, the nonprofit organization recently announced. 

The Optimal Nutrition and Long-Term Health Project will emphasize the importance of specific nutrients in preventing birth defects and low birth weight as well as examine the nutrient status of an obese and dieting population. Wyeth Consumer Healthcare is the lead financial supporter of the project, along with BASF and DSM Nutritional Products. 

One of the components of the project is an educational and communications campaign targeting women of childbearing age to highlight the benefits of folic acid from a multivitamin in preventing birth defects. The second component of the project is an analysis of the nutrient status of obese, overweight and dieting individuals. 

The CDC Foundation is an independent, nonprofit enterprise that forges effective partnerships between the CDC and others to fight threats to health and safety. 

NATIONAL CONFERENCE TO EXAMINE EFFECTS OF DIETARY SUPPLEMENTS IN PATIENTS TAKING BLOOD THINNERS
The National Heart, Lung, and Blood Institute (NHLBI) is convening a conference this week to evaluate the risks of interactions between dietary supplements and prescription blood-thinning medications, the institute said.

Experts from NIH and the FDA will join academic, patient advocacy and industry representatives to assess current knowledge, identify strategies for clinical guidelines, and determine opportunities for further research.

The NIH Conference on Dietary Supplements, Coagulation, and Antithrombotic Therapies is being held Jan. 13 – 14 at the Masur Auditorium of NIH in Bethesda, Md. It is sponsored by NHLBI, in collaboration with the Office of Dietary Supplements, the National Center for Complementary and Alternative Medicine, the NIH Clinical Center, the National Institute of Neurological Disorders and Stroke, the NIH Foundation, and the Office of Rare Diseases at NIH.

To date, there have been few systematic examinations of the effects of dietary supplements when taken with prescribed anti-thrombotic (anticoagulant or antiplatelet) therapies. According to the Natural Medicines Comprehensive Database, approximately 180 dietary supplements have the potential to interact with warfarin, a common blood thinner, and more than 120 may interact with aspirin, and other antiplatelet agents such as clopidogrel, ticlopidine and dipyridamole. 

Details of and the agenda for the conference are available at http://www.nhlbi.nih.gov/meetings/coagulation/index.htm.

