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Re:
Docket No. DID-0058; Guidance on Applying the Structure/Function Rule

Dear Sir/Madam:

These comments are submitted by the American Herbal Products Association (“AHPA”) in response to the Administration's request for comments on the types of information that should be included in a guidance on applying the regulations on statements made for dietary supplements concerning the effect of the product on the structure or function of the body.  36 Fed. Reg. 11172 (Feb. 22, 2001).  AHPA is the national trade association and voice of the herbal products industry.  AHPA is comprised of domestic and foreign companies doing business as importers, growers, processors, manufacturers, marketers, and distributors of herbs and herbal products.  AHPA serves its members by promoting the responsible commerce of products that contain herbs and that are used to enhance health and quality of life.
AHPA respectfully suggests that the Administration not issue any further guidance on the structure/function regulation.  Instead AHPA requests the Administration create a word searchable database of 30-day notifications and courtesy letters which also specifically sets forth in a list those claims submitted by companies pursuant to 21 CFR § 101.93 which the Administration has determined and continues to determine to be "disease" claims.  It is AHPA's position that a list of such claims and a searchable database, along with an announcement that future such determinations can be found in a specific Administration docket and will be put into the database, is sufficient guidance.  In its year 2000 program priorities, the Center for Food Safety and Applied Nutrition had such a claims database as a “B” list program priority.  The database should be restored as a priority.  

It is AHPA's position that it is time for the Administration to place resources into the enforcement of the Dietary Supplement Health and Education and Act of 1994.  Because AHPA's suggestion regarding structure/function claims should not require substantial resources, AHPA proposes that the Administration devote saved resources to sending courtesy letters to company's making claims that the Administration considers to be "disease claims."  In this regard, AHPA suggests a one time use of “courtesy letters” to companies whose products are found on store shelves with “disease” claims.  This process would not be resource intensive and would send a strong and important message to the dietary supplement industry that adhering to the requirements of the law and its implementing regulations is important. 

Respectfully submitted,

Michael McGuffin
President

American Herbal Products Association

Anthony L. Young

General Counsel

American Herbal Products Association
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