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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 food.  In particular, AHPA wishes to express its concern that the Agency appears to have determined to construe the definition of conventional food broadly and to construe too narrowly the changes made by the Dietary Supplement Health and Education Act of 1994 (DSHEA)  to the Food, Drug, and Cosmetic Act (FFDCA) that permit a dietary supplement to be marketed in conventional food form so long as such a product is “not represented as conventional food and is not represented for use as a sole item of a meal or of the diet.”  21 U.S.C. §§ 321(ff)(2)(B) and 350(c)(1)(B)(ii).  

BACKGROUND

While there is no direct legislative history on the point, it is clear that Congress sought to enlarge, rather than restrict, dietary supplement delivery systems.  With respect to conventional food forms, the Agency recognized this enlargement in the preamble making final those labeling regulations entitled “Requirements for Nutrient Content Claims, Health Claims, and Statements of Nutritional Support for Dietary Supplements.”  62 Fed. Reg. 49859 (Sept. 23, 1997).  There, the Agency described the legislative change as follows:

The DSHEA added section 201(ff)(2) which provides that a “dietary supplement” is a product that is not represented for use as a conventional food.  It also struck the provision that excluded products that simulate conventional foods from the coverage of section 411 of the act (see section 3(c)(2) of the DSHEA).  Thus, under the act, as amended by the DSHEA, a dietary supplement may be “in conventional food form.”  In other words, a dietary supplement may be a product with physical attributes (e.g., product size, shape, taste, packaging) that are essentially the same as a conventional food, so long as it is not represented for use as a conventional food.  [62 Fed. Reg. At 49862.]

In the preamble discussion referenced above, the Agency set forth the principles under which a product’s dietary supplement or conventional food status will be judged.  The Agency stated that “whether a product is a dietary supplement or a conventional food will depend on how it is labeled.”  62 Fed. Reg. At 49862.  This guiding principle was unqualified and no attempt was made by the Agency to indicate that particular conventional food forms are not available as dietary supplement delivery systems.

The Agency went on to state that “To be a dietary supplement, a product must bear the term ‘dietary supplement’ [or a modification thereof such as ‘herbal supplement’] as part of its common or usual name.”  Id.  And the Agency emphasized that “All other food products, that is those that are not identified as dietary supplements, will be subject to regulation as conventional foods.”  Ibid.  The Agency elsewhere noted:

Thus, dietary supplements may be similar to conventional foods in composition and form.  Whether a product is a dietary supplement or a conventional food, however, will depend on how it is represented.  To be a dietary supplement, a product must bear the term “dietary supplement” as part of its common or usual name.  (As stated in comment 1 in section II of this document, this term may be modified to include the names of the dietary ingredient or type of dietary ingredient, such as “Vitamin C Supplement” or “Multivitamin Supplement.”)  [62 Fed. Reg. at 49837.]

The Agency also noted that the term dietary supplement in the statement of identity “may not be enough to establish that the food is appropriately regulated as one.”  62 Fed. Reg. at 49862.  The Agency then discussed this concept as follows:

If the food is represented as a dietary supplement and is only intended to increase the dietary intake of specific substances (e.g., vitamins), then the product would likely be subject to regulation as a dietary supplement (section 201(ff)(1) of the act).  It would not be subject to regulation as a dietary supplement, however, if it bears a statement that associates it with a conventional food.  For example, a product in bar form that is labeled as a dietary supplement but that also bears label statements that represent it as a snack food or as a substitute for a candy bar would be subject to regulation as a conventional food.  Similarly, a breakfast cereal-type product could characterize itself as a dietary supplement if it did not represent itself as a breakfast food or use the term “cereal” as a statement of identity.  Either of the latter two scenarios would represent the product as a conventional food.  [Id.]

It is this last discussion which, read in its broadest form, represents a serious misdirection with respect to the implementation of DSHEA.  Read most expansively, this section of the preamble states that a conventional food form dietary supplement:

a)
may only be intended to increase the dietary intake of specific substances, and

b)
may not bear any statement that associates it with a conventional food.

Read less expansively, the statement indicates dietary supplements must be principally intended to supplement the diet and may not be represented, 1) as conventional food in their statement of identity or, 2) as substitutes for conventional foods.  AHPA believes there are good and sufficient reasons why this later, more narrow interpretation should prevail.

WHY DIETARY SUPPLEMENTS IN CONVENTIONAL 
SHOULD NOT BE DISCOURAGED

The broad readings of the Agency’s preamble quoted materials would be inconsistent both with DSHEA and other parts of the Agency’s own discussion of this subject area.  First, dietary supplements, even conventional food form dietary supplements, may make nutrient content claims, claims which have long been “associated with” conventional foods.  21 C.F.R. § 101.13.  Second, the Agency noted that while “other foods are consumed for taste, aroma, or nutritive value, some dietary supplements are consumed for none of these reasons,” 62 Fed. Reg. at 49861, thus recognizing that supplements may be consumed for taste, aroma or nutritive value.  To deny conventional food form supplements the right to label taste or other food attributes flies in the face of this general recognition that supplements can and will have food attributes.

Taken to the extreme, flavor (e.g., chocolate) could not be associated with a conventional food form supplement since a statement of flavor is ”associated with” conventional food.  Similarly, labeling the presence of particular food ingredients (e.g., whole grains) in conventional food form dietary supplements is “associated with” conventional food.  Moreover, the texture (e.g., chunky) of a conventional food form dietary supplement is “associated with” food.  And, finally the word cereal could not be used at all to describe a product, even though the conventional food form of the supplement is cereal.  Plainly, if read literally, the Agency’s admonition against the use of “a statement that associates [a dietary supplement] with a conventional food” (62 Fed. Reg. At 49862), would nullify Congress’ intent to broaden dietary supplement delivery systems to include conventional food forms, an expansion which was wholly consistent with the overriding Congressional purpose of DSHEA to protect “the right of access of consumers to safe dietary supplements [as] necessary to promote wellness.”  Pub. L. 103-417 Sec. 2(15)(A).

The Agency’s narrow interpretation of what may be said about dietary supplements in conventional food form is a reversion to the kind of regulatory intransigence that led to the enactment of DSHEA.  Moreover, these limiting qualifications to the category fly in the face of the Congressional finding in DSHEA that the “federal government should not take any actions to impose unreasonable regulatory barriers limiting or slowing the flow of safe products and accurate information to consumers.”  Pub. L. 103-417 Sec. 2(13).

The Agency’s present posture and future direction may be observed from the preamble discussion above and from various letters that have been written to companies regarding the food status of their products.  AHPA’s concern is that the record so far indicates that the Agency is in the process of formulating a policy to narrow at every opportunity the dietary supplement in conventional food form category.  For the reasons set forth above, such a policy would be contrary to DSHEA.  For those reasons and those set forth below, AHPA respectfully suggests that the Agency reconsider this policy direction.

In DSHEA, Congress gave legal meaning to that category of food that is called dietary supplements.  In so doing, Congress set out the parameters for distinguishing dietary supplements from conventional food which, as the Agency has recognized, are “differences and limitations, however, [that] are created by the statute itself.  FDA has no authority to modify the regulatory regime that is established by the act.”  62 Fed. Reg. at 49860.  Similarly, the Agency in proposing labeling regulations, recognized that dietary supplements in conventional food form must be labeled as dietary supplements.

The DSHEA, however, evidences an intent, for labeling purposes, to treat all dietary supplements in a similar manner.  In particular, section 7 of the DSHEA addresses dietary supplement labeling and does not distinguish between dietary supplements that are not in conventional food form and those that are.  [60 Fed. Reg. at 67196.]

In order to assure that dietary supplements are distinguished from conventional foods, the Agency required “significant” differences to appear in their labels:

Accordingly, to signal to consumers that nutrition labeling on dietary supplements differs in several significant respects from that on conventional foods, FDA is proposing in § 101.36(e)(1) that the title for the nutrition information on packages of dietary supplements be “Supplement Facts.”  The agency tentatively concludes that the title “Supplement Facts” and the proposed format structure are sufficiently similar to the title “Nutrition Facts” and the format requirements used in nutrition labeling of conventional foods for the consumer to immediately recognize that the information in the two boxes is related.  However, by the use of a different name, the consumer can be taught to recognize the basic structural differences in nutrition information on dietary supplements will have the quantitative amounts by weight located in a separate column; may include source ingredients; and may not have a “% Daily Value” column if no dietary ingredients having RDI’s or DRV’s are present in the product.  [60 Fed. Reg. at 67205.]

Finally, as the Agency has also recognized:

Congress provided for the inclusion in the nutrition label of dietary ingredients for which no daily consumption recommendations have been established, as well as for the use of percentage claims about such ingredients.  Congress did not make similar provision for such ingredients in conventional foods, presumably because it saw no reason to distract consumers from the traditional reasons why they choose particular conventional foods.  [62 Fed. Reg. at 49861.]

All of these differences, AHPA submits, are important to distinguish conventional food supplements from food.  Moreover, the labeling of dietary ingredients in conventional food form supplements provides important content level information for consumers that is absent when these same ingredients are used in food.  Thus, dietary ingredients appearing in dietary supplements are quantified on the label.  In addition, the product is identified in its statement of identity and facts panel as a dietary supplement.  These distinguishing characteristics are important and will not be useful to or recognized by consumers if the Agency, by narrowly defining and discouraging conventional food form supplements, causes manufacturers simply to label their products as conventional foods.

The labeling differences and ingredient prerequisites for the two forms of products are set forth below:

Dietary Supplement in Conventional Food Form
Conventional Food

1.
Dietary Supplement appears in the statement of identity in bold type on the principal display panel.

1.
No statement differentiating this food from other conventional food.

2.
Nutrition labeling is prominently titled Supplement Facts.

2.
Nutrition labeling is titled Nutrition Facts

3.
Dietary ingredients for which RDI’s and DRV’s have not been established must be declared by their common or usual name and their quantitative amount by weight presented.

3.
Non RDI or RDA ingredients are listed in ingredient labeling and are not quantified.

4.
Dietary ingredients must be reasonably expected to be safe but need not be approved food additives, GRAS listed or GRAS self-affirmed.

4.
All ingredients must be approved food additives, GRAS listed or GRAS self-affirmed.

5.
Structure function statements must bear DSHEA disclaimer.

5.
Structure function statements need not bear DSHEA disclaimer.

Plainly, consumers purchasing conventional food supplements receive more information about the products they buy than do consumers of conventional food.  Moreover, to the extent that dietary ingredients do not meet the strict criteria for food additives or general recognition of safety, products labeled as dietary supplements are plainly distinguished from food and quantify the amount of such ingredient in the product.  

By discouraging dietary supplements in conventional food form, the Agency encourages the marketing of conventional foods containing dietary ingredients without any of the indicia of dietary supplements.  AHPA’s position is that the Agency has embarked on a course that limits important information to consumers.  Accordingly, AHPA urges the Agency to change its course so that consumers can be better informed about the nature of the products in the market place.
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Please accept for filing in Docket No. 99N-1174 the enclosed corrected copy

of the comments of the American Herbal Products Association.

Anthony Young

Piper & Marbury LLP
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