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The American Herbal Products Association (“AHPA”) is the national trade association and voice of the herbal products industry, which is comprised of domestic and foreign companies doing business as importers, growers, processors, manufacturers, and distributors of herbs and other botanical products.  AHPA serves its members by promoting the responsible commerce of dietary supplements which contain herbs or botanicals and which are used to enhance health and quality of life.

As one of its 1999 Program Priorities, the Agency has identified the “boundaries between dietary supplements and conventional foods, between dietary supplements and drugs, and between dietary supplements and cosmetic products.”  In its Federal Register notice of June 18, 1999, the Agency invited comments on program priority subjects to be filed by August 20, 1999.

In these comments, AHPA will address one of those categories, the appropriate boundaries between dietary supplements and drugs.  AHPA is directing these comments to structure/function claims for dietary supplements as they may overlap with claims previously reviewed and categorized as claims for particular categories of over-the-counter drug products.  In particular, the following over-the-counter drug product claims would be wholly appropriate as structure/function claims for dietary supplements if substantiated and if all of the other requirements of 21 U.S.C. § 343(r)(6) are met:

Antacids  (21 C.F.R. § 331.30)
“[R]elief of . . . heartburn"


“[R]elief of . . . sour stomach"


“[R]elief of . . . acid indigestion"


“[R]elief of . . . upset stomach associated with these symptoms"




Antiflatulents (Antigas)  (21 C.F.R. § 332.30)
“Alleviates . . . the symptoms referred to as gas”


“Alleviates . . . bloating”


“Alleviates . . . pressure”


“Alleviates . . . fullness”


“Alleviates . . . stuffed feeling”




Antiemetics  (21 C.F.R. § 336.50)
“For the prevention and treatment of the nausea, vomiting, or dizziness associated with motion . . . .”




Nighttime sleepaids  (21 C.F.R. § 338.50)
“Helps you . . . fall asleep if you have difficulty falling asleep.”


“For relief of occasional sleeplessness.”


“Helps to reduce difficulty falling asleep.”




Stimulants (Alertness aids) (21 C.F.R. §340.50)
“Helps restore mental alertness or wakefulness when experiencing fatigue or drowsiness.”




Products for certain uses  (21 C.F.R. § 310.545)
Nasal decongestant


Expectorant 


Bronchodilator


Digestive aid


Laxative


Stool softener


Weight control


Menstrual




The FFDCA, as amended by DSHEA, sets forth the legal framework within which OTC drugs and dietary supplements making structure/function claims may easily co-exist.  OTC drugs may call themselves drugs and are characterized by standardized label text, active ingredients, and cautions, all of which are established in the OTC drug regulatory scheme.  21 C.F.R. Part 330.  OTC drugs are also required to be listed, 21 C.F.R. Part 207.  

In comparison, dietary supplements making structure/function claims are denominated in their product statement of identity as Dietary Supplements, have Supplement Facts on the label, and, if a structure/function claim is made, prominently and in boldface type state:  This statement has not been evaluated by the Food and Drug Administration.  This product is not intended to diagnose, treat, cure, or prevent any disease.  By law, dietary supplements are therefore plainly distinguished from OTC drugs.  And this is exactly the situation that Congress sought to ensure when DSHEA was enacted – that the disclaimer and other DSHEA labeling requirements would provide consumers a clear way to identify those products making structure/function claims that are “FDA approved,” and those that are not.  In this fashion, Congress set the legal standards under which the law presumes consumers will not be misled as to the status of a product.  

Congress not only carefully crafted how dietary supplement labels must be drawn and qualified, Congress also modified the then-existing definition of drug (21 U.S.C. § 321(g)(1)) to assure that structure/function claims properly made under the dietary supplement labeling provision (21 U.S.C. § 343(r)(6)) do not cause products to be deemed drugs.  To accomplish this, Congress added the following language to the drug definition:

A food, dietary ingredient, or dietary supplement for which a truthful and not misleading statement is made in accordance with section 403(r)(6) is not a drug under clause (C) solely because the label or the labeling contains such a statement.  [21 U.S.C. § 321(g)(1)(D).]


It is AHPA’s position that this is an unequivocal directive from Congress to FDA that structure/function claims for dietary supplements are not to be deemed by FDA to be drug claims if no claim for the diagnosis, treatment, cure or prevention of disease is made.  The direction is unequivocal because clause (C) of the FFDCA’s drug definition is that section which otherwise makes products drugs if they are “articles (other than food) intended to affect the structure or any function of the body of man or other animals * * *.”  21 U.S.C. § 321(g)(1)(C).  When read against this provision, it should be clear that structure/function claims, even those in language that parallels or repeats structure/function claims sanctioned or reviewed in the OTC drug product review, are not drug claims if DSHEA’s labeling requirements are met.

The Agency should not consider structure/function claims to be drug claims solely on the basis of their similarity to OTC drug classes or claims.  The law provides for dietary supplements to be properly labeled with such claims and the Agency should respect the dietary supplement provisions of the law.
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Please accept for filing in Docket 99N-1174 the eclipsed corrected copy of

the comments of the American Herbal Products Association.

Anthony Young

Piper & Marbury LLP
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