December 16, 2002

Dockets Management Branch

(HFA-305)

Food and Drug Administration

Room 1061

5630 Fishers Lane

Rockville, MD 20852

Re:  [Docket No. 94P-0036] Food Labeling:  Trans Fatty Acids in Nutrition Labeling, Nutrient Content Claims and Health Claims; Reopening of the Comment Period 

67 Federal Register 69171, November 15, 2002

Dear Sir or Madam:

General Mills is a Delaware Corporation with its general offices at No. 1 General Mills Boulevard, Minneapolis, MN 55426.  General Mills is a major packaged-food manufacturer engaged for over 60 years in the development and production of food products including flour, ready-eat-cereals, refrigerated dough products, cake and other dessert mixes, soups, vegetables, snacks and numerous other products.

We have been committed to nutrition labeling for over 25 years beginning with voluntary labeling in 1974.  We currently have nutrition labeling on more than 1500 retail products.  Over the years, we have added additional information and claims to our products in response to consumer interest in newer knowledge about the relationship of diet and health.  General Mills firmly supports changes in food-labeling practices that will provide consumers with nutrition information more relevant to today’s needs.

General Mills previously filed comments on this docket to provide input on the presentation of trans fat information on the nutrition label.  General Mills appreciates the opportunity to provide additional perspective on this important issue.  The comments herein focus on the proposed trans fat Daily Value footnote that the Food and Drug Administration (FDA) has developed and advanced in its proposed rule and reopening of the comment period on November 15, 2002. 

.

General Mills strongly opposes the proposed footnote statement:  “Intake of trans fat should be as low as possible” and the associated reference mark that would appear in the Percent Daily Value (DV) column of the Nutrition Facts panel.    We also oppose the pre-enactment use of trans fat labeling and the associated footnote statement.

Summary of Comments

General Mills strongly opposes the proposed footnote statement:  “Intake of trans fat should be as low as possible” and the associated reference mark that would appear in the percent Daily Value (DV) column of the nutrition label.  General Mills also strongly opposes the use of trans fat labeling and the associated footnote statement prior to the publication of the final trans fat labeling regulation. 

· The proposed trans fat Daily Value footnote is inherently misleading because it does not accurately reflect the National Academy of Sciences (NAS) Dietary Reference Intakes (DRI) Macronutrient recommendation and it is inconsistent with the science.

· The focus of the proposed footnote places excessive emphasis on trans fat even though the DRI Report makes similar intake recommendations concerning saturated fat and cholesterol that should be evaluated in conjunction with any type of consumer communication about trans fat alone.

· It is premature for FDA to propose the addition of the trans fat footnote and reference in the percent DV column because of the current study and pending release of recommendations by the NAS Committee on the Uses of the DRIs in Nutrition Labeling.

· It is both inappropriate and premature to propose a precedent–setting footnote statement such as this without significant consumer research and input concerning its value and interpretation.

· We are extremely concerned that it places inappropriate and undue emphasis on trans fat and may compel food manufacturers and consumers to utilize saturated fat alternatives to replace trans fat containing ingredients. 

· We are very concerned that consumers may unintentionally perceive the proposed trans fat DV footnote as either a warning statement or as a nutrient content claim and thus shift attention away from total fat, saturated fat and cholesterol. 

· This has the potential to entice consumers to purchase products containing more saturated fat.

· The proposed trans fat DV footnote and required separate line for the declaration of trans fat for all foods challenges the validity of the economic impact analysis that FDA conducted in 1999 for the original trans fat labeling proposed rule. 

The rationale for our position addresses three key areas:  scientific, consumer and policy, and is outlined below.
Scientific Issues

The proposed trans fat Daily Value footnote is inherently misleading because it does not accurately reflect the National Academy of Sciences (NAS) Dietary Reference Intakes (DRI) Macronutrient recommendation and is inconsistent with the science.

The proposed trans fat footnote statement is based solely on the recommendation from the IOM/NAS Report on Dietary Reference Intakes (DRI) for Macronutrients (“DRI Macronutrient Report”).   A significant question that exists pertaining to the report and its interpretation concerns Figure 8-4 of the IOM Report that formed the basis of the Panel’s conclusion. The data presented in that figure originally was part of a non-peer reviewed commentary article in a section of the New England Journal Medicine called “Sounding Board”.   The NEJM “Sounding Board” consists of opinion essays and are similar to editorials but not tied to a specific article.  This figure, therefore, was not subjected to the peer review process, as is the case for the research studies upon which the regression line was developed.   Thus, conclusions drawn from Figure 8-4 may be limited.  

The DRI Macronutrient Report states that a Tolerable Upper Intake Level (UL) for trans fat was not established due to concerns of adversely influencing dietary patterns.  In addition, the IOM Report clearly indicates that dietary changes to eliminate trans fat from the diets are not possible.   Further, it is reported that such dietary changes would likely  “introduce undesirable effects and unknown and unquantifiable health risks. “  The IOM Report approaches saturated fat and cholesterol in a similar fashion.  

This acknowledgement should be considered when evaluating the proposed trans fat DV footnote.  The proposed footnote has the potential to become a de facto warning statement because of its tone and its singular focus on trans fat.  It also suggests that trans fat is more harmful than saturated fat, yet trans fat accounts for approximately 2.6% of the total caloric intake compared to approximately 12% for saturated fat.  Thus, by appearing on the Nutrition Facts panel, the proposed footnote places undue emphasis on trans fat compared to either saturated fat or cholesterol and increases the probability that dietary patterns would be altered in an undesirable manner.

Chapter 11 “Macronutrients and Healthful Diets,” of the DRI Macronutrient Report provides additional information that is essential to understanding the context of balance of macronutrient distribution in the diet.  It provides “guidance on minimizing intakes of these three nutrients [saturated fatty acids, trans fatty acids and cholesterol] while consuming a nutritionally adequate diet.”   For trans fatty acids, the DRI Report urges consumers to make wise food choices to reduce intakes of trans fats.  Thus the proposed footnote lacks full context of the DRI Report and other federal recommendations.

For example, the 2000 edition of Dietary Guidelines for Americans recommends that consumers “Choose a diet that is low in saturated fat and cholesterol and moderate in total fat.”  The text provides guidance to reduce dietary intake of trans fatty acids in conjunction with total fat and saturated fat.  Recent dietary recommendations from the National Cholesterol Education Program (NCEP) also suggest that trans fatty acid intake should be kept low, but also acknowledges that the mean level of trans fatty acids is only about 2.6% of total energy intake.

General Mills believes the proposed trans fat footnote statement “Intake of trans fat should be as low as possible,” implies that trans fatty acids are less desirable than saturated fatty acids.  Taking all of the dietary fat intake recommendations and guidance for improving public health into account, we are concerned that consumers may substitute foods with higher levels of saturated fatty acids or total fat for foods that have any amount of trans fatty acids.  The narrow focus on a single nutrient does not help consumers make informed food choices in the context of the daily diet.  This is inconsistent with federal dietary recommendations that suggest a diet moderate in total fat, and low in saturated fat, trans fat and cholesterol.

Consumer and Food Industry Issues

General Mills believes it is both inappropriate and premature to propose a precedent–setting footnote statement such as this without significant consumer research and input concerning its value and interpretation.  

It is imperative to understand whether or not the proposed footnote is misleading to consumers when placed on the Nutrition Facts panels of food products.  The burden of proof rests with FDA.  We are not aware of any consumer testing demonstrating the effectiveness of the proposed footnote statement.  In addition, use of the proposed trans fat footnote without a consumer education effort is likely to lead to consumer confusion and frustration.   As discussed in the science section above, the footnote places disproportionate emphasis on trans fat relative to saturated fat and cholesterol and it may lead consumers to make inappropriate dietary choices or trade-offs that are out of balance with overall dietary recommendations in general, and with dietary fat components specifically.  It is very possible that the trans fat footnote would cause consumers to give preference to foods containing saturated fats, which would not have a footnote, over those containing any amount of trans fat.  Consumers would likely avoid trans fats at all costs, thus distorting dietary intakes and promoting the very behavior that the DRI Macronutrient committee recommended against.  Thus, while the proposed trans footnote is intended to improve public health, it may in fact result in increased harm to public health.

Another potential unintended consequence of the proposed trans fat footnote is that it is likely to encourage food manufacturers to substitute saturated fat-containing ingredients for partially hydrogenated fats.  Currently, there are no commercially available low or no trans fat ingredients that have the same critical functional properties essential for many food applications without trading trans fat for saturated fat.  The most viable ingredient option that could replace partially hydrogenated fats are animal fats and/or tropical oils (coconut, palm and palm kernel oils) that are low in trans fat but significantly higher in saturated fat.  This is clearly not what FDA intended in the original trans fatty acid labeling proposal given the similar health implications of trans and saturated fats. 

In summary, General Mills is extremely concerned that without adequate testing, the proposed trans fat footnote has the potential to mislead and confuse consumers.  It also has the potential to drive manufacturers to substitute ingredients that do not provide a health advantage over trans fats.

Policy Issues

General Mills believes it is premature for FDA to propose the addition of the trans fat footnote and reference in the percent DV column because of the current study and pending release of recommendations by the NAS Committee on the Uses of the DRIs in Nutrition Labeling.  This committee was charged by the FDA (and Health Canada) with the task of evaluating the DRI Reports to determine their application to food labeling.

The committee is halfway through their deliberations and a final report is expected in September of 2003.   We believe it is premature for FDA to integrate the findings of the DRI Macronutrient Report into regulatory policy without the recommendations from this committee.  

Economic Impact Issues

The proposed trans fat DV footnote and required separate line for the declaration of trans fat for all foods challenges the validity of the economic impact analysis that FDA conducted in 1999 for the original trans fat labeling proposed rule.   The mandatory listing of trans fat in the Nutrition Facts panel and the proposed required footnote statement that would accompany it may create a significant economic burden for the food industry, especially for the numerous products that contain no trans fat.

An additional consideration is the available label space on the food label.  For example, questions exist as to how this footnote statement could be used on the abbreviated format for single serving packages.  It also presents a potential labeling redundancy if the proposed trans footnote is required on the label when the “not a significant source of” statement for mandatory nutrients not declared appears on a label.  

In summary, we believe that providing the quantitative trans fat information on the Nutrition Facts panel is appropriate and can follow the precedent used for other nutrients that are either required or permitted on the nutrition label but do not have a Daily Value (e.g., monounsaturated fats, polyunsaturated fat, other carbohydrate, total sugars).   

Given the likelihood of future changes to nutrition labeling requirements, General Mills believes it is both premature and inappropriate to consider these dramatic changes regarding the trans fat footnote separate from other Nutrition Facts panel components that will be evaluated and potentially revised over the next several years.

Respectfully submitted,

Kathryn L. Wiemer, MS, RD, LD

Senior Manager 

General Mills Bell Institute of Health and Nutrition
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