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(GROCERY MANUFACTURERS OF AMERICA

MAKERS OF THE WORLD’S FAVORITE BRANDS OF
FOOD, BEVERAGES, AND CONSUMER PRODUCTS





April 20, 2004

Re:
Nutrition Subcommittee of the Food Advisory Committee



Food and Drug Administration, HHS



April 27-28 Meeting

The Grocery Manufacturers of America (GMA)
 appreciates this opportunity to offer comments to the Nutrition Subcommittee of the Food Advisory Committee on trans fatty acids in nutrition labeling.  

Summary
GMA urges that trans fat labeling be addressed as part of a deliberate, reasoned, and comprehensive strategy that will best achieve the public health goals associated with such labeling.  The National Academy of Sciences/Institute of Medicine (IOM/NAS) has recommended that FDA establish a joint daily value (specifically, a daily reference value) for trans fat and saturated fat by using “food composition data, menu modeling, and data from dietary surveys to estimate minimum intakes consistent with nutritionally adequate and health-promoting diets for diverse populations.”
  The process recommended by the IOM/NAS is complex and novel, and will require considerable agency resources and thought, as well as significant public participation.  

To achieve the public health goals that trans fat labeling is intended to attain, proper sequencing and timing are key.  GMA plans to urge FDA in future comments to focus on, in this order, the following initiatives: (1) proper implementation of the final rule on quantitative trans fat labeling, (2) regulatory initiatives that will help drive product reformulation to reduce trans fat, and (3) a thoughtful and comprehensive review of the Nutrition Facts panel.  

First Priority: Fully Implement Quantitative Trans Fat Labeling 

To assist consumers now, and to follow through on what is already required, GMA urges FDA to first focus on informing consumers about quantitative trans fat labeling (together with saturated fat and cholesterol).  Both agency and industry efforts to educate the public about trans fat are in progress and must receive adequate resources and attention.   

An immediate focus on quantitative trans fat labeling is needed because mandatory labeling of a daily value for trans fat (in any form) is—even under the best of circumstances—likely to be several years away.  The July 2003 final rule requiring the declaration of quantitative trans fat values in the Nutrition Facts box will take effect on January 1, 2006, and industry efforts to comply with this major change are substantially underway.
  Thus, even if FDA were to issue a proposal this year and a final rule just a year later, the effective date would not be until January 1, 2008.   Moreover, the complexity and novelty of this issue suggest that several years, at a minimum, would be required to see any rulemaking through to completion.  For these reasons, GMA believes that any additional labeling requirements for trans fat realistically could take effect, at the earliest, in 2008, and possibly later.  

An immediate focus on quantitative labeling is therefore prudent and offers FDA’s best opportunity to ensure that consumers are educated about trans fat.  This includes providing consumers with information about what trans fat is, what products may contain it, and how to make health-conscious food selections within the context of a food’s total nutritional profile.    Part of this effort should include a cautionary note that it is overly simplistic to rely upon the word “hydrogenated” in the ingredients list as an indication of whether trans fat is present in the food at dietarily significant levels.  Many products that contain partially hydrogenated oils contain these ingredients at extremely low levels that do not rise to nutritional significance; other products contain fully hydrogenated oils (e.g., high stearate soybean oils) that not only do not contain trans fat, but also contain saturated fat in the form of stearic acid, which a growing body of evidence suggests is cholesterol neutral.   

Second Priority: Focus on Product Reformulation

Second, FDA should focus on labeling initiatives that will best drive product reformulation to reduce trans fat content, and should allow adequate time for reformulation to occur, before considering a DV for trans fat in any form.  FDA’s own economic analysis accompanying the trans fat rulemaking identified product reformulation as a linchpin for public health goals to be derived from trans fat labeling.  

Although many reformulation efforts are currently underway, flexible claim criteria are critical to encourage further reformulation work that will affect a broad cross-section of the food industry.  Flexibility is needed because the reformulation process does not come without significant product development challenges.  Trans fats cannot simply be removed from products. They must be replaced with another ingredient that carries similar qualities (e.g., texture, structure, taste, shelf stability, etc.) in order to maintain product integrity.  Ingredients currently available that meet these requirements may also contain higher levels of saturated fat. Our member companies are investing human and monetary resources with the fats and oils industry in an effort to find alternative ingredients that reduce or eliminate trans fat without increasing saturated fat or with only a minimal increase in saturated fat.  At this time, however, it is simply unrealistic to expect that increases in saturated fat can be entirely avoided.  So long as these smaller increases in saturated fat do not offset the health benefits of reduced trans fat levels, they should be allowed in order to provide incentives for widespread reformulation.
Adequate time for reformulation is also important because the process recommended by the NAS for establishing a DV requires consideration of current and likely trans fat intake.  The trans fat content of the food supply is in a period of rapid and significant change, and these changes should be encouraged and allowed to bear fruit.
  Companies should be encouraged to expend their limited resources on product reformulation that improves public health over the long term, rather than on label changes that likely will need to be changed again in the near future.  

By allowing adequate time for reformulation, FDA can also ensure that adequate trans fat data will be available, should the agency decide to consider the approach recommended by the IOM/NAS for establishing a DV.  As the final rule on quantitative trans fat labeling has not yet taken effect, food composition data on trans fat are increasing, but remain limited.  If the recommended IOM/NAS approach is to be meaningfully pursued, consideration of minimum intakes must take into account a diversity of circumstances, including dietary differences due to cultural, regional, socioeconomic, and other demographic considerations.  The intake assessment necessary to carry out the recommended IOM/NAS approach, therefore, cannot be adequately pursued without data on trans fat levels for a wide variety of foods.  GMA believes that such data are not currently available, and that a focus on reformulation now and in the near future would also allow time for the necessary data to be developed.       

Third Priority: Cohesive Review of Nutrition Facts Panel

Third, FDA should dedicate resources to a thoughtful, efficient, and cohesive review of the Nutrition Facts panel.  For the first time since enactment of the Nutrition Labeling and Education Act of 1990 (NLEA), FDA is embarking upon a major review of nutrition labeling requirements.  This review is prompted not only by the need to update labeling to reflect the latest dietary recommendations, as set forth in the IOM/NAS dietary reference intakes (DRIs), but also by current initiatives regarding obesity.  The DV concept is a critical component of this review, and efficiency dictates that DV issues be considered and addressed as part of a single, comprehensive, and cohesive effort.  FDA should not—and from an economic perspective, must not—undertake this effort in a piecemeal fashion.  Too frequent changes to the familiar Nutrition Facts panel could also conceivably erode consumer confidence in the food label.  

As part of this review, FDA should develop a strategy for educating consumers about the DV concept.  Educating consumers about the DV concept is important because it would lay the necessary groundwork for—and indeed, should be a condition precedent to—adoption of any new or revised DV declaration.  A growing body of evidence suggests that consumers are either confused by the DV concept or do not use it, so it is simply premature to pursue a new DV of any type at this time. 
  

For the foregoing reasons, it is simply inefficient and premature to adopt a DV for trans fat at the present time, either in the form of a joint DV with saturated fat or standing alone.  Ensuring public health gains in an efficient manner dictates that a DV for trans fat should be considered only as part of the review of other DVs and after the marketplace has had time to make product reformulation.

Sincerely,
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Alison Kretser, MS, RD

Director, Scientific & Nutrition Policy

Grocery Manufacturers of America

� GMA is the world's largest association of food, beverage and consumer product companies. With U.S. sales of more than $500 billion, GMA members employ more than 2.5 million workers in all 50 states. The organization applies legal, scientific and political expertise from its member companies to vital food, nutrition and public policy issues affecting the industry. Led by a board of 42 Chief Executive Officers, GMA speaks for food and consumer product manufacturers and sales agencies at the state, federal and international levels on legislative and regulatory issues. The association also leads efforts to increase productivity, efficiency and growth in the food, beverage and consumer products industry.





� IOM/NAS, Dietary Reference Intakes: Guiding Principles for Nutrition Labeling and Fortification, at 5-13 (Dec. 2003).


�   If FDA were to issue a proposal and final rule this year, so as to finalize a daily value rule in time for the January 1, 2006 uniform compliance date, a significant economic burden would be presented because so many labels are already too far in the development pipeline to be pulled back and further revised efficiently.


�  Examples of some of the many improvements in our member company products can be found in Appendix A.  These examples almost certainly represent a fraction of the forthcoming formulation changes, as GMA understands that many companies plan to reformulate but have not yet made these plans public.


�  See, e.g., Division of Market Studies, Office of Scientific Analysis and Support, FDA CFSAN, Helping Consumers Lead Healthier Lives through Better Nutrition: A Social Sciences Approach to Consumer Information, Food Choices, and Weight Management (Jan. 2004) (Executive Summary).





