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Request for Comments (Docket No. 2005N-0413)

We, the undersigned organizations, wish to respond to the request for comments
related to the Food and Drug Administration’s (FDA) public meeting on “Assessing
Consumer Perceptions of Health Claims.” 70 Fed. Reg. 60749 (October 19, 2005). As
discussed below, the results of consumer research conducted by both the FDA and the
International Food Information Council (IFIC) indicate that disclaimers do not cure the
deception created by claims based on emerging science. Given the inadequacy of the
disclaimers, FDA should rescind its prior authorizations of qualified health claims and
refrain from further authorizations.

The food industry has argued that FDA must allow health claims with
disclaimers, citing the U.S. Court of Appeals decision in Pearson v. Shalala. However,
the court stated that under the First Amendment, FDA could prohibit claims if it had
“empirical evidence that disclaimers . . . would bewilder consumers and fail to correct for
deceptiveness.” In any event, no court has ever held that Pearson applies to health claims
on food, and the Supreme Court has not yet decided this important issue.

FDA now has its own evidence, as well as corroborating evidence from IFIC,
which is funded by the food industry, that demonstrates that disclaimers do not cure the

deception created by preliminary health claims. Thus, the FDA should no longer
authorize qualified health claims.

In passing the Nutrition Labeling and Education Act (NLEA), Congress was well
aware of First Amendment concerns. Based on extensive hearings on abuses in food
labeling, Congress concluded that unless claims met the “significant scientific
agreement” standard, consumers would be misled. FDA’s own research underscores the
appropriateness of Congress’ approach to regulating health claims. Therefore, the FDA
should: (1) rescind its approval of all qualified health claims and (2) impose a

moratorium on the approval of additional qualified health claims that do not meet the
standards of the NLEA.
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