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Thank you.  NFPA thanks FDA for the opportunity to participate in this important discussion.  NFPA will be filing written comments on these subjects.

The National Food Processors Association (NFPA) is the voice of the $460 billion food processing industry on scientific and public policy issues involving food safety, nutrition, technical and regulatory matters and consumer affairs.  NFPA's three scientific centers, its scientists and professional staff represent food industry interests on government and regulatory affairs and provide research, technical services, education, communications and crisis management support for the association's U.S. and international members.  NFPA members produce processed and packaged fruit, vegetable, and grain products, meat, poultry, and seafood products, snacks, drinks and juices, or provide supplies and services to food manufacturers.

My remarks today are based on the Food Allergen Labeling Guidelines issued by the Food Allergy Issues Alliance.  NFPA is a member of the Food Allergy Issues Alliance, and NFPA members support the Food Allergen Labeling Guidelines.  

Panel on Source or Plain English Labeling

NFPA believes that it is important to present information on the major food allergens in terms commonly understood by consumers.  NFPA believes that plain language presentation options should not replace – but rather should augment – current ingredient labeling requirements.  NFPA also believes that the approaches outlined in the Food Allergen Labeling Guidelines are sufficiently flexible to suit various situations, and serve as a useful start for this discussion.  NFPA believes that plain language labeling options should be voluntary.  To require such declaration would necessitate rulemaking on several standards of identity and other existing rules, and this is an unnecessary complication.

Food allergen information presented in plain language terms will help food allergic consumers – including children and other challenged readers – to recognize the foods they must avoid.  Plain language labeling also makes it easier for the caregivers of food allergic children – baby-sitters, daycare professionals – to recognize the food allergens  to which their charges are sensitive.

The major food allergens, as defined by FDA, are not all single foods.  Crustaceans, fish, and tree nuts represent classes of foods.  Within these classes of foods, food allergen information must be presented as the common or usual name of the individual food in the ingredient declaration.  For example, for crustaceans, crab (snow crab, king crab, etc.), crayfish, lobster, and shrimp, are the terms that would be used.  For fish, the common or usual name of the fish species must be declared in the ingredient list.  Likewise, for tree nuts, the individual types of allergenic nuts must be declared:  almonds, Brazil nuts, cashews, chestnuts, filberts/hazelnuts, macadamia nuts, pecans, pine nuts, pistachios, and walnuts.

Other foods that contain allergenic proteins should include the plain language name of the allergen.  In many cases, the plain language name of the allergen is used within the ingredient declaration, as the common or usual name of the food ingredient, or its standardized name.  For example, hydrolyzed soy protein, buttermilk, peanut butter, cracked wheat, and milk chocolate all include the plain language names of major food allergens as part of their common or usual names or standardized names.  In these instances, food processors declare the plain language names of food allergens through ingredient declaration.

When the plain language name of the allergen is not declared in the ingredient list, food processors should ensure that the plain language term is present, in association with the ingredient list.

Standards of identity can complicate the issue of declaring plain language names for food allergens, but these complications can be resolved.  For example, “egg albumen” specifies “egg,” as is required by the standard of identity.  Dried yolks, a name permitted by that standard, should be supplemented with the term “egg;” the ingredient would be “dried egg yolks,” a name also permitted by the standard, which may be declared on the ingredient list as “egg yolks.”  And despite what you heard earlier, you would not see the term “surimi” to describe egg.  “Surimi” is a fish product and its chief ingredients would be declared as “fish protein.”  

For other standardized foods, semolina, farina, durum flour, graham flour, and white flour – all standardized names – should include the term “wheat.”   And the dozens of standardized cheeses all declare “milk” as a sub-listed ingredient. 

Plain language terms for the major food allergens should appear within, at the end of, or in immediate proximity to, the ingredient declaration.  One option is to place at the end of the ingredient declaration a statement such as “Contains peanuts.”  This statement could be prefixed by a phrase that highlights the focus on food allergic consumers, and not the general consumer.  For example, the phrase “allergy information:” could precede “contains peanuts.” 

The same effect could be accomplished with use of a reference mark, such as an asterisk, next to the name of the ingredient whose common or usual name does not include the plain name of the allergen.  Examples include farina* or casein †.  The reference mark then would refer to a corresponding statement at the end of, or in immediate proximity to, the ingredient declaration that states * wheat,  † milk ingredient.  This option takes up very little space, and could be useful for long ingredient declarations.  

Another alternative is to use, within the ingredient declaration, a parenthetical statement following the ingredient name that identifies allergens that are present in the ingredient, such as “farina (wheat)”.  The parentheses option could be very useful for a food that has a short list of ingredients or only a small number of major food allergens.

Any of these options – “contains,” reference mark, parentheses – could use bolding or other highlighting to feature the information about the food allergens.

NFPA does not believe that multiple format options should be confusing to consumers, provided the food allergen information is always presented in association with the ingredient declaration.  This is where food allergic consumers are instructed to look for information about the allergens in the food. 

Finally, plain language labeling for food allergens should be permitted on a voluntary basis – it should be used by food processors, but it should not be required by regulation.  The mandatory approach would necessitate FDA revising the rules for a number of standards of identity and other existing labeling rules, which would complicate a labeling approach that can be achieved, and is now being done, on a voluntary basis.

Thank you.

Panel on Advisory or Supplementary Labeling

Episodes of inadvertent cross contact between foods that contain major allergens and foods that are not intended to contain those allergens, coupled with the resultant problem of undeclared allergens in the product where they are unintended, indicate that both production controls and labeling approaches must be discussed for these foods.  

FDA’s questions focus on the issue of supplementary or advisory  labeling – so-called “may contain” statements – but NFPA believes that this discussion must include a mention of manufacturing practices.  NFPA believes that this is the correct approach since we advocate the limited and carefully controlled use of supplementary or advisory food allergen labeling.  

Food processors that prepare foods that may be exposed to inadvertent contact with Major Food Allergens acknowledge that labeling is not a substitute for good manufacturing practices (GMPs).  Good manufacturing practices and their resultant controls must be considered first, before labeling approaches are considered.  Processors should review the food plant environment, including storage conditions and production line architecture; should review the products, controls, and practices of their suppliers; should examine their own production operations, including separation, sanitation, and scheduling practices; and then should create optimum conditions for food allergen control, including employee training, as far as they are able.  When this process is completed, if the risk that food allergens may be present still exists, then supplementary allergen labeling must be considered.  Supplementary or advisory labeling should not be an easy shortcut to bypass activities that are food processors’ responsibilities, but rather should be viewed as an approach of last resort, when the risk of presence of a food allergen cannot be avoided with absolute certainty.  Supplementary or advisory labels should be relatively rare, not increasingly more common.  Nevertheless, given the difficulties of achieving absolute certainty that there is no risk of presence of major food allergens in a variety of operational situations, supplementary or advisory labeling is necessary and should be permitted.

The food industry has taken numerous steps over the past several years to change manufacturing processes to reduce the potential for cross contact with Major Food Allergens.  At NFPA, our Food Allergens Committee has been active over the past several years discussing ways to manage food allergens.  These discussions resulted in NFPA’s recent “Code of Practice on Managing Food Allergens,” which NFPA is now elaborating into more detailed guidance for members.

The food industry recognizes that under existing GMP regulations, reasonable precautions must be taken to prevent cross contact with major allergenic proteins.  In instances when cross contact cannot be avoided, even when complying with GMPs, food and ingredient manufacturers then use labeling that informs the food allergic consumer of the possible presence of allergens in the food.

However, only supplementary label statements that are used in carefully controlled circumstances would provide a food allergic consumer with enough information to make a clear decision about whether or not a food is appropriate for them to eat.

The Food Allergen Labeling Guidelines of the Food Allergy Issues Alliance outlined four conditions that spell out the carefully controlled circumstances to govern responsible consideration of supplemental food allergen statements.  The guidelines present a reasonable yet rigorous approach to the criteria for determining whether supplemental labeling statements should be used.  These types of food allergen statements should be used judiciously only when all four of the following criteria are met:

First, the presence of a Major Food Allergen is documented through visual examination or analytical testing of the processing line, equipment, ingredient or product, or other means;

Thus, the first step is to affirm that the major food allergen is in the environment.  This affirmation can be accomplished through examination of the physical plant, processing procedure, analytical testing where available, or through documentation.  

Second, the risk of the presence of a Major Food Allergen is not unavoidable, even when current good manufacturing practices are followed.  This criterion signifies that all the feasible operational issues that can be addressed have been addressed, with respect to control of major food allergens, yet, even under those conditions, there is not a complete certainty that one can avoid the risk that the allergen could be present.

Third, the Major Food Allergen is present in some, but not all, of the product in question.  Clearly, if this criterion is not met, “may contain” type label statements could not apply.  If the allergen is present in all of the product, there is nothing “may” about it – the product does contain the allergen.  

The occasional or sporadic presence of an allergen may provide additional information that allows the food processor to diagnose a situation with a supplier, the plant environment, a piece of equipment, or a processing procedure.  This information would then trigger a review of the second criterion.  If one can identify a feature that would enable the processor to control further the risk of presence of an allergen, then steps should be taken to exert additional controls.

This third criterion highlights that the review of allergen control procedures is not static, but dynamic.  Review of the criteria for supplemental labeling should be undertaken whenever there is a change to one of the operating variables, such as ingredients, suppliers, equipment, or processing techniques.

The fourth criterion is that the presence of the Major Food Allergen is potentially hazardous.  At the present time, scientists do not agree that there is a condition under which the presence of the Major Food Allergen is not potentially hazardous, so this criterion would always apply.

If some, but not all, of these criteria are met, food and ingredient manufacturers should consider food allergen control and/or labeling strategies other than supplemental allergen statements.  Meeting all four criteria will ensure that supplementary or advisory label statements are considered only after due diligence.  Meeting all the criteria also ensures that labeling statements are not used capriciously or as a theoretical precaution.

For food processors, adhering to these criteria undoubtedly will have associated costs – for reviews, self-inspections, audits, documentation of procedures, post-sanitation testing, personnel, and sometimes new equipment or facilities.  However, failure to be vigilant with GMPs, or such widespread use of supplemental labeling that food allergic consumers no longer believe the statements, can have consequences that are not only expensive, but also tragic.  If supplemental allergen labeling is used responsibly, the likelihood is that food allergic consumers will believe the statements, and avoid eating those products containing allergens to which they are sensitive.

When all four criteria for supplementary food allergen labeling are satisfied, and supplemental allergen labeling is used, it should be presented in close proximity to the ingredient declaration.  This is where food allergic consumers are educated to look for food allergen information.  Any supplementary allergen statement should be as accurate and conspicuous as possible, to help allergic consumers make a clear decision about whether or not the food is appropriate for them to eat.

FDA has asked if the supplementary or advisory statements  “Made on shared equipment with,” “Manufactured in a facility that also processes”, and “May contain,”  are adequate to inform food allergic consumers.  NFPA believes all these statements may be useful, to the extent they are truthful.  NFPA supports a flexible approach to the use of these supplementary or advisory food allergen statements.  The goal of any supplemental allergen statement should be to prompt food allergic consumers to draw the conclusion that they should not consume the product.  

In order to allow for different production circumstances, there should be flexibility to the presentation of supplementary or advisory food allergen statements.  If such statements are to be accurate, then the one-size-fits-all approach is not feasible.  For this reason, FDA should permit but should not mandate such labeling, in proximity to the ingredient declaration,  and food processors should adhere to the necessary food allergen controls and evaluation criteria regarding the use of these statements.  

Thank you.

Panel on Labeling of Ingredients Exempted from Declaration (flavor ingredients, spices, colors,  incidental additives).

At the outset of the discussion on labeling allergenic components of flavors, colors, spices, and incidental additives, it is important to note that the major food allergens are proteins.  There are numerous components in flavors, colors and incidental additives that are not proteins.  Often, these components include alcohols or oils that may be derived from the major food allergens, but are so highly refined that they do not contain protein.  Bleached, deodorized and refined soybean oil that may be used as a carrier for flavor or color, or a component in a food additive, in some food applications, is a good example of the type of product that should be considered outside the scope of today’s discussion.  Furthermore, there is no spice included among the list of the eight major food allergens that is the focus of FDA’s discussion today, so it is clear that in this session we really are speaking of spices only in concept.

This observation leads one to the conclusion that FDA should continue to address the labeling of allergenic components in flavors, colors, and spices on a case-by-case basis.  Creating a generally applicable policy most likely would encompass substances that are not at issue for labeling of food allergens.  

We know from our discussions with NFPA members that they receive information from their suppliers of flavors, colors, spices and additives with respect to the allergenic components present.  NFPA believes that suppliers should always volunteer this information to their food processor customers, with the understanding that food companies are not interested in knowing the formulation of the flavor, color, spice, or additive – just in knowing which allergenic proteins are present.  NFPA also is of the view that food processors should carry forward to their own labels information on the presence, or possible presence, of those major food allergens in flavors, colors, spices, and incidental additives.

NFPA believes it is appropriate to present plain language information on the allergenic components of flavors, colors, spices, and incidental additives in association with the ingredient declaration of the finished food.   This information should be in the ingredient list, where the flavor is declared, or at the end of the ingredient list, as appropriate to the food and the flavor.  The presentation options – “contains,” reference mark, parentheses – as discussed in the  session on plain language, all are valid presentations, as would be any plain language representation of the name of the allergen in the common or usual name of the flavor.

NFPA would not support rulemaking to make mandatory the ingredient declaration of the plain language terms for major food allergen components in flavors, colors, or spices.  Many of our members already declare information on these allergenic components on a voluntary basis.  NFPA believes that it is the responsibility of food processors to obtain this information from their suppliers and carry it forward to finished product labeling. Many of our members use check lists and other techniques to ensure that they have received this information from their suppliers.  Because some of the major food allergens are common in the food supply – milk, wheat, egg, and soy, for instance – our members do not limit their information collection to the obvious or major ingredients.  Egg protein that may be a component, but not a characterizing flavor, of a sauce is a good illustration of this.  The food processor that uses the sauce in the formulation of a food will obtain information that egg protein is present, usually from the ingredient labeling on the sauce, and carry that information forward to the label of the finished food.

Regarding major food allergens that are components of additives that might qualify for the incidental additives declaration exemption, NFPA believes that FDA has already made its views very clear that such allergenic components are not exempt from declaration.  NFPA advises its members in a manner consistent with FDA’s policy interpretation.

Although scientists have been studying the issue of threshold levels of allergenic proteins that trigger an allergic reaction, so far there are no established thresholds.  This raises questions regarding the meaning of both “insignificant” quantities and absence of technical or functional effects in the finished food, with respect to food allergens – and both conditions must be met to qualify for the incidental additives exemption.  

In addition, the absence of solid scientific knowledge about the quantities of major food allergens needed to trigger allergic reactions argues strongly for FDA not to codify the specific exclusion of major food allergens from the incidental additive exemption.  The reason for this is plain:  As food allergy science advances, it is likely to become increasingly evident that there are reaction thresholds; that is, quantitative levels of food allergens below which allergic reactions do not occur.  

Discussing the threshold concept is a meeting for another day, with group of experts different from this panel.  Nevertheless, we urge FDA to be cautious and refrain from codifying an allergen exclusion of the incidental additives exemption at this time.  If FDA were to codify this exclusion, it would be a very difficult and long process to reverse the rule – or selectively reverse the rule, which is more likely to be the case.

Thank you.
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