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       Docket No:  2005N-0413

Assessing Consumer Perceptions of Health Claims

The American Dietetic Association (ADA) appreciates this opportunity to respond to the Food and Drug Administration’s Request for Public Comment published in the October 19, 2005 Federal Register (70 Fed Reg 60749) on “Assessing Consumer Perceptions of Health Claims.”  We agree that consumer research is a critical component in the development of truthful and non-misleading food and supplement labels that help consumers make informed decisions about their diets.
  The label is a component, along with the Dietary Guidelines for Americans
  and MyPyramid, of communication tools that are intended to provide consumers credible information about their food choices and to provide the registered dietitian with the basis for educating and counseling individuals.  

We also appreciate FDA providing an opportunity to have a dialog with stakeholders regarding consumer perceptions of health claims.  The open meeting held on November 17 provided significant insights on the most recent research about how consumers perceived qualified health claims on food packages and dietary supplements.  ADA believes that the FDA’s decision to adopt an evidence-based ranking system for qualified health claims in addition to significant scientific agreement (SSA) health claims may prove to be useful if the analysis outcome can be communicated to help consumers discriminate among the levels of scientific support for such a claim.  However it is apparent in considering the consumer research presented at the meeting and conducted in other venues that the complexity of nutrition science makes decisions difficult about what is truthful and not misleading information. 
The effort required to communicate these complexities in language that consumers understand presents an additional challenge
The results of the consumer research demonstrate it is difficult for consumers to accurately infer relatively simplistic translations of the evidence analyses results categories or scores into comparative statements.    Further, the use of a four-point alphabet letter grade (A through D), one of the other options proposed, helped consumers distinguish between the strength of the science supporting the claim, but consumers also mistakenly inferred these ratings to be about the safety or quality of the food product.
ADA encourages FDA to continue its work and supports it taking a new approach to describing the strength of the science supporting a qualified health claim.  For example,

· Rather than a four-level system (SSA and three qualified claims), FDA should consider a maximum of two or three claim levels.

· SSA and qualified claims should be written in comparable language, since consumer perception of SSA statements were reported to have a lower level of credible evidence compared to the qualified claims, perhaps due to the lack of a strength of the science qualifier for the SSA health claim, the varying lengths of the statements or the use of the word ‘may’.

· FDA should engage communication experts to develop and test strategies building upon the totality of consumer research done thus far to convey the strength of the evidence to consumers.

ADA labeling principles inform comments
When considering proposed labeling rules, ADA uses the following principles to guide its comments.  These are not exclusive, but are the foundation for all comments regarding labels:

A.   Label claims should be clear and understandable to consumers.
B.  The label must be truthful and not misleading.
C.  Content on the label should help consumers make informed decisions to build       a healthy diet.
D.  Label content should have consistent type and format so products can be read and consumers can make product comparisons.
E.   All claims should include labeling of accurate quantitative information about the dietary substance, including percent of Daily Values in a single serving of the product, when known, or the daily dietary intake necessary to achieve the claimed effect.
F.  Consumer research is imperative before making changes to the label.  
G.  The label is only a source of information, and thus sustained support for educational programs and individual counseling by registered dietitians is essential.

ADA believes that consumer research is critical in determining whether labeling formats and contents are understandable and for ensuring that allowable nutrient and health claims are not misleading.  Furthermore, consumers should be able to understand the information in the context of their total diet and their individual health concerns.  
ADA’s long-standing opposition to qualified health claims
ADA supports strongly the SSA standard and believes all claims made on conventional foods and dietary supplements should meet this standard.  ADA’s support of SSA is found in its 1997 response to Docket Nos. 94P-0390 and 95P-0241 and in its 2004 position on Functional Foods.
 
The existing Nutrition Labeling and Education Act of 1990 (NLEA) statute, under which authorized health claims describe a relationship between a food substance and a disease or other health-related condition, allows a health claim only if SSA among qualified experts exists about the validity of the relationship described in the claim.   Unfortunately, the decisions of the court have weakened that standard.  

ADA’s  letter of February 25, 2004, regarding alternatives for regulating qualified health claims in the labeling of conventional human foods and dietary supplements (Docket No. 2003N-0496; 68 Fed Reg 66040), agreed that FDA’s evidence-based approach to reviewing the science is valid.  However, ADA stated that FDA had to translate the results of the analysis into meaningful label statements.  The November 17 FDA Workshop made it clear that such a system that communicates the strength of science understandably to consumers has yet to be identified.
For these reasons, the American Dietetic Association signed on to the letter commenting on Docket No. 2005N-0413 with members of the Food and Nutrition Labeling Group who commented on FDA’s “Strategy for Implementation of Pearson Court Decision.”
 ADA believes that the interim methods for evaluating qualified health claims are technically accurate, but that the wording of the claims  does not allow consumers to differentiate among the strength of the science supporting the claims; and that the letter grades (A, B, C, and D) option potentially misrepresents product quality (favorably or negatively) and is therefore equally misleading.   In an ideal world, health claims would not be permitted on products until FDA has developed, tested and validated a reliable process of clearly communicating the strength of the science.  However, ADA is committed to finding a way to effectively communicate qualified health claims so the consumer can make informed purchase decisions.
Summary
ADA understands that FDA needs to comply with the Pearson Court Decision and therefore supports further testing of SSA and qualified health claim language that builds upon the results of the consumer research to date.  For consumers to differentiate among the strength of the science among health claims, the research suggests that
1) Comparable language be used for the levels of all health claims, e.g.,  a statement about the strength of the science needs to be included with the SSA health claim and length and the types of the statements used to characterize the science needs to be parallel, and 
2) Fewer levels of health claims should be considered.
ADA offers continuing support for FDA’s labeling initiatives
Dietitians play an essential role in helping consumers interpret food labels, integrate them with other tools and information, and apply them in their lives.  ADA’s members are valuable professionals who can assist FDA in its outreach and educational efforts.  We cannot stress strongly enough, however, that nutrition information on the label provides a basis for, but does not replace, the need for nutrition education and we lament that pitifully few resources are committed to this second and equal portion of the NLEA.  For further information or clarification of the above comments, please contact me at 202-775-8277, ext. 17, or mhager@eatright.org.
Thank you for the opportunity to provide comments.

Sincerely,
Rebecca S. Reeves, DrPH, RD, FADA

ADA President
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