


























that this proposal be reconsidered. Style and format play an
important role in effective marketing, which is critical to
bringing information to consumers' attention, and to successful
product innovation.

B. Health Claims

USDA states that it intends to publish a separate proposed
regulation on health claims that would follow FDA's proposals in
this area.” We agree with FDA that claims that truthfully
relate the health reasons for better food choices are potentially
very important to consumers, and that developing regulations for
health claims are among the most important challenges in the
efforts to redefine the regulations governing food labels. We
believe, however, that there are a number of ways in which the
proposed regulations could be modified to enhance their ultimate
success. We are concerned that the proposed regulations are more
restrictive than are necessary to comply with the NLEA's mandate
and in several ways could prevent truthful health claims for many
products whose consumption has been encouraged for health reasons
by dietary authorities.

Under the proposed regulations, many foods may be labeled
with relative nutrient content claims, but may not contain health
claims on their labels. Nonetheless, FDA Diet and Health

surveys16 and the FTC staff's study of the cereal market'’

 See 56 Fed. Reg. at 60,321.

® These are national telephone surveys directed by the FDA
in collaboration with the National Heart, Lung, and Blood
(continued...)



indicate that relative nutrient claims alone are unlikely to
educate consumers about diet and disease relationships.
Moreover, FDA surveys show that even many highly educated
consumers lack knowledge of the most basic diet-disease
relationships. Consumers who do not know why a particular
nutrient is important appear less likely to react to nutrient-
content claims than consumers who understand the disease
implications of the particular nutrient.

The proposed regulations would establish "disqualifying
nutrient levels" for total fat, saturated fat, cholesterol and
sodium. A product that exceeds the disqualifying level for any
of these nutrients (on the basis of serving size, reference
amount, or per 100 grams of food) could not bear a health claim

18

about any diet-disease issue. The regulations would further

require that foods satisfy the definition of "low" or "high" for

the nutrient involved in the claim.19

16(...continued)

Institute (NHLBI). For a detailed description of the survey, see
Levy and Stephenson (1990), "Nutrition Knowledge Levels About
Dietary Fats and Cholesterol: 1983-1988:" Draft, Division of
Consumer Studies, FDA.

w Ippolito & Mathios, supra note 6.

®  These levels implement the NLEA's requirement that
health claims be used only for a food that does not contain any
nutrient in an amount that increases to persons in the general
population the risk of a disease or health-related condition that
is diet related, taking into account the significance of the food
in the total daily diet. 21 U.S.C. § 343(r)(3)(A)(ii).

Y This additional provision does not appear to be required
by the NLEA.
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Many foods that can improve diet, including foods that
dietary authorities recommend to consumers, could not meet the
requirements for health claims, and thus labels for these
products could not explain the health reasons for considering
them. There are several aspects of the proposals that raise
concerns, because they might undermine the goals that underlie
USDA's health claims policy.

First, the proposed cholesterol disqualifying level appears
to be based on behavioral assumptions about consumption patterns
that are not borne out by USDA consumption data, so that health
claims for lower fat meat and poultry products that would
otherwise not be disqualified may be excluded unnecessarily.

Second, in addition to prohibiting health claims when the
levels of particular nutrients exceed the disqualifying levels,
the proposed regulations go beyond the NLEA and require foods
that otherwise could bear health claims, also to meet the "low"
or "high" thresholds for the nutrient in the claim. This
proposed requirement would prevent producers of meat and poultry
from explaining how their products could help consumers improve
their diets. For example, this requirement prohibits the lowest
fat meat and poultry products from having labels that explain why
consumers should care about switching from high fat meats to
lower fat alternatives. Under the proposals, th; vast majority
of meat and poultry products in the American diet will be
prohibited from displaying messages about why consumers seeking

dietary improvements should care about the fat, saturated fat,
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and cholesterol content in the products they buy. Thus, a
manufacturer could not explain why consumers should care about
the reduction in fat and saturated fat that would occur if a
consumer were to substitute chicken without the skin for
hamburger. At a minimum, we believe USDA should permit foods
that meet the "lean" or "extra lean" thresholds to have health
claims on their labels, provided they meet the other requirements
of the NLEA. Optimally, we would recommend that the regulations
not require foods to meet the "lean" or "extra lean" threshold in
order to bear a health claim. Instead, we suggest that the
proposed regulations allow truthful comparative health claims for
food substitutions that could help consumers improve their diets.

Finally, we recommend that the regulations treat references
to dietary guidance from public health authorities (e.g., the
National Institutes of Health and the Surgeon General) not as
health claims, but as claims analyzed under FDA's general
regulatory requirement that a label claim be truthful and
nonmisleading. Public health organizations can be more effective
in reaching consumers with valuable advice if products that fit
into their recommendations are free to display this information
on labels. Additionally, consumers are more likely to notice and
appreciate the significance of dietary recommendations if they
come from respected public health organizationsf

In conclusion, we appreciate the opportunity to provide

these comments, and we welcome questions and further discussion.
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