Comments to FDA regarding Consumers’ Perceptions of Health Claims

I am Dr. Bernadene Magnuson, from Burdock Group. We are consultants to the food industry on food and ingredient safety, claims, and labeling issues.

I have three separate points to make during this presentation. One is to propose a signaling graphic to communicate the integrity and strength of science for a particular health claim. The second is to propose a change in the approach to evaluating the strength of science for health claims. The third is to request confidentiality of the submitted data for health claims.

First point: Recent data on the difficulty consumers have in interpreting the language of health claims, qualified health claims, and structure function claims confirms my experiences with nutrition students, interested consumer groups and representatives from the food industry. Most people do not know that there are different scientific criteria for, and meanings behind, the claims on foods. We are proposing a graphic to communicate differences in “strength of science” which is similar to the graphic used to communicate strength of other qualities of food such as intensity of flavors or spiciness. 

This simple graphic communicates differences in strength of science, without use of confusing words. It will tie together the 3 types of claims, significant scientific agreement claims, three levels of QHC and the S/F claims, demonstrating the decreasing level of science and comfort for these claims. We propose that the use of this graphic alongside a health claim will enhance consumer understanding of the validity of the claim. 
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Second point: With the accumulating evidence that consumers do not understand, and therefore, may not value, health claims, the incentive for food producers and manufacturers to invest in the necessary research to demonstrate efficacy of products for claims is dwindling. The food industry is frustrated with the lack of clear guidance on what data is actually required for the health claims and is concerned that dollars spent on research studies may not provide any market advantage. 

We propose use of the expert panel model utilized in the Generally Recognized As Safe notifications to broaden the involvement of experts in the scientific community and to provide further clarification and understanding of the process of grading the research supporting HC submissions. The use of expert panels presents advantages to the FDA, the food industry, and ultimately, the consumers.    

For FDA, the use of expert panels would result in submission of a detailed dossier outlining the concept of the claim, necessary information on the food or food ingredient, background on the disease, and a critical evaluation of the scientific evidence in support of the claim. Thus, the burden of compilation of the scientific data needed for the claim would be shifted from FDA to the petitioner and expert panel. 

For the food industry, use of expert panels is a familiar concept based on their role in the GRAS affirmation process.  Use of expert panels would allow the HC process to be more transparent as it would be taken out of the halls of FDA and moved into the community of science, with FDA having the final approval and review. If industry has more confidence in the process, it is more willing to spend dollars to generate the needed research to document efficacy of their products. 

The third point: A period of confidentiality for at least some of the data supplied by the food industry to FDA to support the health claim is needed. A provision for confidentiality of research reports for a specified period of time, such as for 5 years, would allow some time for the petitioner to have proprietary use of the data they generate and thus a market advantage for their product. This is simply an opportunity to obtain a return on investment. 

How do these last two points affect consumers? Consumers will be the losers if the food and ingredient industries abandon research to support health claims. The evidence that dietary choices can greatly impact the health of our nation is growing stronger daily and has great promise. We must continue to work to develop a system that provides incentive for food manufactures and producers to improve their products for health, and to communicate this clearly to the consumer to facilitate informed choices in the marketplace. 

Thank you for the opportunity to make these comments. 
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