





September 12, 2002





Dockets Management Branch (HFA-305)


Food and Drug Administration


Room 1061


5630 Fishers Lane


Rockville, MD  20852





Re:  First Amendment Issues Docket No. 02N-0209 (67 Fed. Reg. 34942  May 16, 2002)


		       


Dear Sir or Madam:





Nestlé USA, Inc. (“Nestlé”) supports the comments submitted on this docket by our trade associations, National Food Processors Association and Grocery Manufacturers of America, but would like to comment additionally on FDA’s question #3.





Question 3 asks about claims:  How can information best be presented in a succinct but non-misleading fashion?  What about qualifiers and disclaimers to avoid misconceptions?





Nestlé would like to discuss these questions in relation to health claims, which we believe are overly restricted in two basic ways.  The Food and Drug Administration (FDA) defined health claims by regulation as a statement characterizing “the relationship of any substance to a disease or health-related condition.”  In practice, however, the only type of relationship that has been the subject of an FDA-approved health claim is one linking a nutrient or food component to the reduced risk of a disease. That in itself limits the scope of what can be said in a health claim on a label to statements only about disease risk reduction.  Claims about disease treatment, such as “calcium may be useful in the diets of those with osteoporosis,” are apparently not allowed.  Nor are claims that use  “helps prevent” – which from a consumer point of view is simply an easier-to-understand version of “reduces the risk”.





In conjunction with the definitional aspects, FDA also set a scientific substantiation standard for health claims requiring that there be significant scientific agreement  that the link between the nutrient and the disease had been established.  To FDA, this meant that the only statements that could be made about the relationship to disease were those that were so well known that the agency would never be in the position of having to reverse itself – most likely relationships of which many consumers are so well aware that their presence on a label would do little to enhance the information available to them.  To marketers of healthful foods, this meant that  any possibility was eliminated of communicating other truthful, non-misleading statements about emerging scientific information indicating that certain substances might be linked to disease risk-reduction – i.e., preliminary scientific information of potential benefit to the public health, which might be shy of the kind of complete scientific consensus that the link between the substance and the disease was established once and for all. 





Thus, the way FDA defined health claims and then applied the substantiation standard has restricted commercial speech and prevented much relevant health information from reaching the public.  Instead of allowing on labels disease and nutrient/product information which has met a high substantiation standard, FDA allows only disease risk-reduction claims, and then only if a final, conclusive link to the nutrient has been established.





The Nutrition Labeling and Education Act (NLEA) is the statute from which FDA’s health-claims regulations are derived, but it did not require FDA to implement its health claims provisions in such a limited way.  The agency has elected to interpret the law in this fashion, but has restricted truthful and non- misleading commercial speech in doing so. 





The Federal Trade Commission (FTC), on the other hand, is not directly subject to NLEA at all.  FTC does not recognize a distinct category of “disease claims” in the advertising under its jurisdiction, but holds all claims to a high standard of non-deceptiveness.   FTC does not require that claims be limited to any particular wording or type of relationship between substance and disease, nor does it limit statements to long-established links between a nutrient/product and a disease.  Rather, the FTC requires simply that adequate scientific substantiation exists for whatever statement is being made.  With adequate substantiation, FTC allows advertising claims about disease treatment, emerging science, or the state of the developing science, none of which FDA allows with its current speech restrictions.  It seems to us that there is even less reason why FDA, with the strong premarket approval powers given to it in this arena by NLEA, could not distinguish the truthful from the misleading and the supported from the unsubstantiated, rather than prohibiting entire classes of claims altogether.





Thank you for this opportunity to comment on this important issue.





Sincerely,








Kenneth Mercurio


Director, Regulatory and Nutrition





Melanie Fairchild-Dzanis


Director, Regulatory Issues – Special Nutritionals 
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