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Food & Drug Administration

FDA Dockets Management Branch (HFA-305)

5630 Fishers Lane, room 1061

Rockville, MD 20852

Re:   Docket No. 02D-0515

Consumer Health Information for Better Nutrition Initiative 

The American Heart Association (AHA) has reviewed with great interest the Consumer Health Information Initiative for Better Nutrition announced by Commissioner Dr. Mark B. McClellan in December 2002.  Officers and senior staff of the AHA met with Commissioner McClellan on April 2, 2003, to provide feedback and comments.  This letter supplements those comments.

CONSUMER HEALTH INFORMATION FOR BETTER NUTRITION INITIATIVE

Two goals have been identified for the Consumer Health Initiative for Better Nutrition: (1) encourage makers of conventional foods and dietary supplements to make accurate, science-based claims about health benefits of their products; and (2) help eliminate bogus labeling claims by taking on those dietary supplement marketers who make false or misleading claims.  The intended result is a flow of information to consumers about the role of sound dietary practices in achieving and maintaining good health, while assuring that the information is truthful, not misleading, and based on sufficient scientific evidence.  The initiative is comprised of 3 actions:

1. Issuing guidance on new “qualified health claims” for conventional foods and dietary supplements.  Such claims must be approved by the FDA, and meet “the weight of scientific evidence” standard which includes “support by a credible body of scientific evidence”, i.e., the maker must demonstrate based on a fair review by scientific experts of the totality of information available that the “weight of scientific evidence” supports the proposed health claim.  This “guidance” essentially applies the same criteria used by the FDA to evaluate health claims for dietary supplements to also now evaluate health claims for foods.  

Specifically, a health claim which is not the subject of an authorizing regulation must meet these four requirements:  1) a health claim petition has been filed per 21 CFR 101.70;  2) the scientific evidence in support of the claim outweighs the scientific evidence against the claim, the claim is appropriately qualified, and all statements in the claim are consistent with the weight of scientific evidence;  3) consumer health and safety are not threatened;  and 4) the claim meets the general requirements for health claims at 21 CFR 101.14 except for the requirement that the evidence must meet the significant scientific agreement standard and the claim must be in accordance with an authorizing regulation.

2. Strengthening enforcement of dietary supplement rules.  The FDA provided an enforcement strategy against false or misleading claims about dietary supplements including targeting “problem” products for close attention, a new adverse event reporting system (CAERS) to track and analyze adverse event reports involving dietary supplements, and stronger ties with domestic and foreign law enforcement agencies.  The FDA has a range of enforcement tools including injunctions, seizures of products and criminal prosecutions.  

3. Establishing an FDA Task Force on Consumer Health Information for Better Nutrition to develop a framework to help consumers obtain accurate, current and science-based information about conventional foods and dietary supplements.  This includes:  development of scientific guidance on how the “weight of scientific evidence” standard will be applied, and the development of regulations to enforce these principles;  proposal of a strategy to assure that the FDA makes informed decisions on health claim petitions in a timely fashion;  assessment and, if necessary, proposal of improvements in the FDA’s capability to identify false, misleading and/or unsubstantiated claims for foods and dietary supplements and effectively prevent dissemination of such claims;  and development of a consumer studies research agenda and public-private partnerships both to best present scientifically based information to consumers in a non-misleading manner and to identify the kinds of information known to be misleading to consumers.

AMERICAN HEART ASSOCIATION’S COMMENTS

Shared Goals:  As a general principle, the AHA is guided by both its sound science and its interest in the public’s health.  In that regard, the AHA and FDA have many shared goals.  In particular, the AHA strongly supports improving public nutrition through better information and with the corresponding need to assure that consumer information is reliable and, specifically, that health claims made for foods and dietary supplements are scientifically valid. 

Consumer Research:  The AHA is pleased that the FDA is developing an agenda for consumer research, although the AHA is concerned that the initiative and new rules for health claims are being implemented prior to consumer research being done.  In particular, it is important to have insight into what health messages consumers understand and what they do not understand in the context of short messages on labels and in advertising.  Further, it is important to determine whether consumers will read and understand qualifiers or disclaimers accompanying health claims, and whether consumers will understand the overall intended message resulting from the combination of a health claim statement and a qualifying statement.  Perhaps a mechanism of different levels or grades of health claims based upon different levels of scientific evidence could be considered as a method to help consumers better understand health claims.  The AHA supports the FDA’s adoption of the FTC’s “reasonable consumer” standard in determining whether claims are misleading based on the principle that consumers can be active partners in their own healthcare and will likely behave in a manner promoting their health when given accurate health information. 

Weight of Scientific Evidence Standard:  The AHA is concerned about permitting health claims for foods to be made on the basis of the standard for making health claims for dietary supplements, noting the types of claims now being made for supplements.  More information is desired about the impact or result of the “weight of scientific evidence” standard being applied to food health claims compared to the “significant scientific agreement” standard traditionally applied to food health claims.  As well, the AHA desires more information about the type, nature and number of studies or statements considered to satisfy the weight of scientific evidence standard to substantiate making a qualified health claim as proposed by the Initiative.  While there is an argument for having a single standard for health claims for foods and dietary supplements, the result must be to assure that the public can rely upon the health claims being permitted as scientifically valid, i.e., a claim is supported by a reasonable scientific conclusion based on an appropriate number of research studies or an appropriate study size conducted pursuant to acceptable scientific methodology and the claim is either valid for the general population or conspicuously limited to an identified population.

Strengthened Enforcement:  An essential element to implementing the proposed qualified health claims for foods under the weight of scientific evidence standard is the need for the FDA to dedicate sufficient resources for strengthened enforcement against misleading or unsubstantiated claims in food labeling.  Our observation is that there is a need for heightened enforcement of health claims being made for dietary supplements currently being made under the weight of scientific evidence standard.  While health claims for foods under the traditional significant scientific agreement standard has not resulted in the number of abuses as has been seen for supplements, presumably the FDA pre-approval process will help safeguard against inappropriate claims using the new standard.  Additionally, it is suggested the FDA periodically reassess approved health claims, at least every 5 years, to assure their continuing scientific validity.

Expansion of Eligible Categories:  Consideration needs to be given to additional categories of health claims with scientific support, such as for omega-3 fatty acids; for oils lower in saturated fats like canola, flaxseed or soybean oils; and, perhaps, for nutrient density (i.e., proportion of nutrients per given unit of calories).  Consideration also needs to be given to encouraging messages in labeling and promotional materials regarding portion size, appropriate balance between intake and expenditure of calories, and overall diet composition to help consumers create a healthier overall diet.

Changes in Food Labels:  Support is given to the FDA’s efforts to revise the Nutrition Facts panel to include a disclosure of trans fat.  Further, there should be a disclosure for added sugars.  Regarding added sugars, consideration also might be given to a disqualifying level for added sugars to preclude health claims being made as there currently is a disqualifying level for sodium content of foods.

Next Steps:  The AHA will work with the FDA to assist in evaluating needed consumer research, evaluating such research outcomes, evaluating science and identifying science experts and resources, responding to FDA requests for input or advice, and identifying and disseminating nutrition education messages and tools to the public. 

The American Heart Association thanks the Food & Drug Administration for focusing on increasing the dissemination of scientifically valid and understandable health information about foods and dietary supplements to the public, and for providing an opportunity for comment.

Sincerely, 
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