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June 3, 2003

Food and Drug Administration

Department of Health and Human Services

Attention:  FDA-305

Docket #: 03N-0069

5630 Fishers Lane

Rockville, MD 20852

Dear Sir or Madam:

The American Dietetic Association (ADA) represents nearly 70,000 food and nutrition professionals serving the public through the promotion of optimal nutrition, health and well being.  ADA appreciates this opportunity to respond to questions posed by the Task Force on Consumer Health Information for Better Nutrition, and complement materials we provided you at a March 13, 2003 stakeholder meeting on this issue at the Center for Food Safety and Applied Nutrition. 

1. What body of scientific evidence do you think should be adequate for a qualified health claim?
Health claims authorized for foods and dietary supplements should be based on the totality of the publicly available scientific evidence, including results from well-designed studies conducted in a manner that is consistent with generally recognized scientific procedures and principles.  For a statement to be valid or scientifically sound, it cannot be preliminary or speculative.  For example, if just any statement in a publication from a scientific body were allowed to form the basis for a qualified health claim, misleading and potentially harmful statements could appear on food labels. A sufficient body of evidence must exist to avoid confusing millions of consumers and losing their trust.

For determining the body of evidence needed for a qualified health claim, ADA recommends a methodology similar to the one ADA has adopted for use with evidence-based guides for practice.  This grading system, consisting of “strength” grades I-IV, are described by Myers et al in the enclosed copy of the September 2001 issue of Journal of the American Dietetic Association.   A system like the one described by Greer et al (Jt Comm J Qual Improv 2000; 26(12): 700-712) determines the weight of evidence in favor of, or the extent to which evidence submitted supports, a qualified claim.   This system was developed to communicate the strength of evidence with health care professionals.  Whether the terminology or concepts would be understood by consumers is unknown.

ADA supports the recommendations made by the Institute of Medicine in its report Evolution of Evidence for Selected Nutrient and Disease Relationships (Food and Nutrition Board. Washington: National Academy Press, 2002).  Those recommendations also may be helpful also in discerning the weight of scientific evidence (i.e. studies supporting vs. studies refuting a qualified claim) and are as follows: 

· Large randomized controlled studies play an important role in establishing the relationship between nutrient intake and the risk for disease.  Caution should be used when using epidemiological evidence to endure the consumer can discern that association is not interpreted to necessarily be a causal relationship.

· Caution should be exercised in using preliminary evidence from non-controlled studies as the basis for recommendations for increased intakes of a nutrient.

· Claims about nutrient-disease relationships are more easily made than scientifically supported.  Because the implications for public health are so important, caution is urged prior to accepting such claims without supportive evidence from appropriately designed, typically large, clinical trials.

2. What types of safety concerns should be factored into FDA’s decision-making?

Government standards and guidelines should help prevent excessive nutrient intakes from fortified foods and dietary supplements.  At present there is little regulation to guide the amount of nutrients in highly fortified foods, meal replacements, or oral nutritional supplements.  

Several resources are available to help address the safety of non-nutrients, which are often included in dietary supplement products and are increasingly being included in food products as well.  The Natural Medicines Comprehensive Database, which is designed for use by medical professionals and most recently published in print in 2001, might be helpful in discerning possible mechanisms of action and active ingredients, possible interactions with herbs, other dietary supplements, drugs, foods, lab tests, diseases and conditions, and typical dosages and routes of administration.  The Natural Medicines Comprehensive Database is designed to provide health care professionals with a "collection of data and consensus of available scientific information on natural medicines" in order to help patients. The list of natural medicines includes herbs, vitamins, minerals, phytochemicals, fatty acids, fiber and amino acids.   The Journal of the American Medical Association published a highly favorable review of the database in 2000. (JAMA. 2000; 283:2992-2993)

ADA and the American Pharmaceutical Association published a Special Report A Healthcare Professional’s Guide to Evaluating Dietary Supplements in 2000.   This project resulted from ADA’s and APhA’s concern that consumers were increasing their use of dietary supplements without proper guidance and information about their safety and effectiveness.  The report was intended to be a tool to assist healthcare professionals, particularly dietitians and pharmacists, in evaluating products and conveying sound advice to patients and consumers. However, it may be useful in determining safety issues associated with non-nutrients that may be included in some products marketed as conventional foods.

Other resources for scientific information on non-nutrients include the Complete German Commission E Monographs: Therapeutic Guide to Herbal Medicines and the Physicians Desk Reference for Nutritional Supplements.  

Clearly, a methodology is needed for determining whether consumption of a nutrient does or does not put the public, especially sub-groups deemed to be at high risk such as children, pregnant women, the elderly and the immunocompromised, in danger.  Side effects should be evaluated, particularly unusual side effects not normally reported but with serious consequences just the same.  The product should not have serious side effects.  

Furthermore, a modeling methodology needs to be established to account for actual consumer behavior, not just the effects of consuming the substance according to directions on the label.  While ADA does not suggest companies be held accountable for consequences of consumers not following the directions, FDA needs to acknowledge the reality of consumer behavior and take into consideration how far any person can stray from recommended serving sizes or similar directions before risking an adverse reaction.

3. What specific claims do you think are currently ready for consideration under the new guidance?

ADA does not have recommendations on which qualified health claims are ready for consideration.   

4. On what issues are disclaimers valuable, or not valuable, in preventing consumers from being misled, and do you have data to support your view?

ADA does not currently collect data specifically designed to address the value of disclaimers for consumers.  However, our Nutrition Trends Survey does address the global question of whether information on labels influences behavior.  Fifty-four percent of respondents stated he or she purchased a product due to information on a nutrition label, suggesting labels do matter.  This supports our belief that consumers want understandable, useable and credible information on both food products and dietary supplements.  

Additionally, a small study in 1998 concluded that informational labels may be more effective than warning labels in food products containing various levels of fat (Bushman, B. “Effects of warning and informational labels on consumption of full-fat, reduced-fat, and no-fat products” J Appl Psychol  1998; 83(1): 97-101).  Limited data is available from other sources. Please see addendum at end. 

5. What kinds of empirical data should FDA rely upon to show that consumers are, or are not, mislead by claims?

ADA recommends pre-market research of consumer perceptions of the various label layouts, designs and effectiveness of communication strategies be conducted prior to the qualified claim’s approval.  For example, FDA should require, at a minimum, focus groups reflective of the sample of consumers to whom a claim is targeted.  We suggest these focus groups should test consumers’ reactions to and understanding of the product without a claim, the product with a claim without a disclaimer and at least two variations of a disclaimer.  The information should be presented on product packages with all other information held constant.  These results then could be field tested in a larger survey or shopping mall intercept study to validate impressions gained in the focus group research.  

FDA also should consider information gathered by the Federal Trade Commission (FTC)’s research on disclosure statements.  FTC staff research on consumer interpretation of food nutrition and health claims in advertising was conducted in 1998.  The report generated from this, “Generic Copy Test of Food Health Claims in Advertising,” examines consumer reactions to three categories of hypothetical print advertisements that make claims about nutrient content and health benefits of food products.  

6. Should conventional foods and dietary supplements be treated the same or treated differently, and why?

Health claims for conventional foods and health claims for dietary supplements should meet identical standards for sound scientific agreement.  With respect to qualified health claims, the same evidence-based system to determine the weight of scientific evidence supporting such a claim should be used for both dietary supplements and conventional foods.  While it is clear that dietary supplements and conventional foods are not alike in every way, FDA should mandate a single standard for qualified claims and apply it to both dietary supplements and conventional foods.   Use of a single standard and system is less likely to confuse consumers and will make them better able to identify if products may be beneficial to them.


We hope these comments are useful as the agency moves forward with this initiative to facilitate and encourage the flow of high quality, science-based information on the health benefits of conventional foods and dietary supplements to consumers.  Please do not hesitate to call ADA’s government relations staff at (202) 775-8277 with any questions.  We are always available to assist FDA with efforts to better educate and inform the public about food and nutrition and their linkages to health.

Sincerely,

M. Stephanie Patrick




Esther Myers, PhD, RD

Vice-President 





Director

Policy Initiatives and Advocacy


 
Scientific Affairs and Research

Addendum

Additional References and Comments

Hancock, H.; Rogers, W.; Fisk, A.  “An evaluation of warning habits and beliefs across the adult life span.”  Hum Factors  2002; 43(3): 343-354. 1
Moore, M. “Product warning effectiveness: Perception versus Reality”  Professional Safety 1991; 36(4): 21-24. 2
Stutts, M; Hunnicut, G.  Journal of Advertising 1987;16(1):41-46. 3
Truitt, L et al.  Tob Control 2002; June Supplement (2):59-63. 4

The following comments from Dr. Esther Myers from the above references lend support to ADA’s position articulated in this document.

1. Hancock, Rogers and Fisk reported that persons older than 55 years attended to warning symbols more often than younger consumers; however, they thought the warnings were less important.

2. Limited data is available from other sources citing lack of positive effects of warning labels in other products. The Failure Analysis Associates in Palo Alto (FAA), CA classify studies on disclaimers/warnings into two categories: qualitative and quantitative.  The first would be related to surveys of users’ claims of safety behavior, and the second would be based on exposure versus injury rates.  While this framework was developed for a different type of product (e.g. seatbelt use and injuries related to lack of seatbelt use), it might be useful in identifying the types of empirical data that the agency should strive for. The author, summarizing the FAA article, further concludes that for a field that receives so much attention, the product warning field lacks objective data for drawing conclusions.    

3. Stutts and Hunnicut define a disclaimer as a “disclosure made with the intent of clarifying potentially misleading or deceptive statements made within an advertisement.”

4. Truitt et al reported that font size was an important factor in determining effectiveness of tobacco warning/disclaimers.
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