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8/11/03

Re: Docket: 1996N-0417 – Comments on the proposed Current Good Manufacturing Practice in Manufacturing, Packing, or Holding Dietary Ingredients and Dietary Supplements

Comments from Vitality Works, Inc. and Mitchell Coven, President

The general comments that follow from Vitality Works, Inc. are reflective of a smaller sized manufacturer of herbal dietary ingredients and supplements. Vitality Works, Inc. supports GMP’s for Dietary Supplements as a way to increase the quality of products in the market place and to protect the consumer. In fact, we have been urging FDA and trade group support for a draft for years. We applaud the FDA is this effort. Vitality Works believes that the GMP’s, as proposed, are excessive in some areas and excessively expensive, especially for small runs of products in lower demand. We specialize in small production runs of many products, therefore filling a niche in the market place that large companies do not find profitable. We believe the goals of FDA can be met in a more cost effective manner, which will help keep these products in the market place and fulfill consumer demand.  From experience of over 20 years (and no adverse events, recalls or contaminated batches in the market place) Vitality Works, Inc believes in and has practiced a system of production and process controls that cover all stages of manufacturing, packaging, labeling and holding of the dietary supplement and ingredient that establish identity, purity, quality, strength and composition. This system practiced by Vitality Works, Inc. is more reflective in the comments from the American Herbal Products Association (AHPA).

Vitality Works has manufactured herbal products on a very small scale for 12 years, and increasingly larger scales for the past 8 years. My costs to write and implement Standard Operating Procedures (based on food GMP’s and early drafts of the cGMP for Dietary Supplements) were in the neighborhood of $50,000.00 to $100,000.00. Vitality Works believes that the estimates for implementation from FDA are too low. The currently proposed GMP’s for Dietary Supplements would increase costs dramatically, especially in the FDA proposed production and process controls in section 111.35. I find these excessive. Vitality Works supports the creation of section 111.35 more along the lines expressed in the comments from AHPA. Vitality Works, Inc. is on the Board of Trustees of AHPA. Vitality Works fully supports the comments of AHPA (all three parts) and urges FDA to consider them seriously. The positions in the AHPA comments are the same positions of Vitality Works, Inc. and are an answer to the concerns above. 

Respectfully Submitted,

Mitchell Coven, President
Vitality Works, Inc.  5821 Midway Park Blvd. NE, Suite D, Albuquerque, NM 87109

(505) 268-9950 phone
(505) 268-9952 fax

