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 “May contain peanuts and other allergens not listed on the label” 

- Allergen advisory statement found by FAAN staffer, 2008.

Background.

The following public comments are submitted to Docket FDA-2008-N-0429 on behalf of The Food Allergy & Anaphylaxis Network (FAAN). 

Food allergy is a growing food safety and public health issue. Eight foods account for 90% of food-allergic reactions: milk, egg, peanuts, tree nuts (i.e., walnuts, almonds, pecans), fish (i.e., salmon, halibut, cod), shellfish (i.e., shrimp, crab, lobster), wheat, and soy. Food allergy affects approximately 4% of the U.S. population, or twelve million Americans. More than six million Americans are allergic to seafood;
 three million are allergic to peanuts/tree nuts.
  

There is no cure for food allergy. Since strict avoidance of food allergens is the only way to prevent a reaction, food-allergic consumers are heavily reliant on the information presented to them on food labels. Label reading is the cornerstone of managing food allergies.
The Food Allergen Labeling and Consumer Protection Act (FALCPA) of 2004 did not regulate the use of precautionary statements, ranging from “May Contain” to “Processed in a Facility” to “Made on Shared Equipment.” This type of labeling is becoming increasingly prevalent, resulting in confusion, fear, and anger. Some consumers are confused or suspicious when they don’t see these statements, fearing the food company has made a mistake. The proliferation of precautionary allergen statements since the implementation of FALCPA has further limited food choices available to the food-allergic consumer.
 
Issue 2, Question 9. 

If you are a food-allergic consumer or caregiver to such a consumer, do you ever ignore advisory statements? If so, which types of statements, and why?
The food industry’s use of these statements for so many products has caused consumers to become frustrated, and question the truthfulness of the warnings. A disturbing trend has emerged among the food allergy community: consumers are making their own risk assessment (without any data), and are ignoring allergen advisory statements, a practice that clearly places lives at risk. 

In surveys conducted in 2003 and 2006 of attendees at FAAN’s educational conferences (held in 3 cities each year), respondents were shown various types of advisory statements, and were asked how often they would purchase the product for a Food-Allergic Individual (FAI) based on each statement. The table below shows the results for those who reported they would never purchase the product.  The results from the 2006 survey show that food-allergic consumers are increasingly ignoring these statements, as compared with results from 2003.

Table 1. Would Never Purchase a Product for FAI Based on Advisory Statement

	Advisory Statement
	2003 (N=620)
	2006 (N=645)

	May Contain Allergen
	95%
	87.8%

	May Contain Traces of Allergen
	90.9%
	84.7%

	Manufactured on the Same Equipment as Products Containing Allergen 
	90.4%
	80.5%

	Manufactured on Shared Equipment with Products Containing Allergen
	90.5%
	78.6%

	Manufactured on a Line that Processes Products Containing Allergen
	89.9%
	79.5%

	Manufactured in a Facility that also Processes Allergen
	77.1%
	63.4%

	Manufactured in a Facility that Also Uses Allergen
	75.8%
	63.7%

	Packaged in a Facility that Also Packages Products Containing Allergen
	73.5%
	58.3%


When packaged food products with advisory statements for peanut were analyzed, researchers found peanut in more products, and at higher levels, in items with “Shared Facilities” in the advisory label than with other wording. Overall, 7 percent (13 of 179 products tested) had detectable levels of peanut – in amounts that, in some cases, could cause allergic reactions.
 


The food-allergic segment placed in most danger by the “May Contain” issue may very well be teenagers and young adults. In a survey of 174 food-allergic teens, close to half (42%) reported a willingness to eat a food with “May Contain” labeling. The reasons given by teens for ignoring these statements include: low risk (5%); no prior reaction when eating the products (19%); and taste test (13%).

Issue 2, Question 10.

In addition to the information and data mentioned in this document, what additional information or data are available that would assist us in understanding consumers’ perceptions of, use of, and need for specific advisory statements and advisory labeling in general?

The food-allergic consumer wants and needs a clear and consistent message from the manufacturer. 
A snapshot of actual advisory statements found in the marketplace highlights a disturbing lack of clarity:
1) “May contain the occasional nut”. Does this mean that the product is occasionally safe?

2) “May contain peanuts” (on a bag of peanuts). This lends support for the notion that food companies use advisory statements on all of their products.
3) “May contain peanuts, nuts and other allergens not listed on the label” and “May contain peanuts or trace amounts of other allergens not listed in the ingredients”. How should the consumer interpret other allergens not listed?
4) “Carefully baked in a nutty environment”. Is this conveying risk, or is it an attempt at humor?
5) “This product is produced in a facility that uses allergens”. Which allergens?

6) “Good manufacturing practices used to segregate ingredients in a facility that also processes wheat, milk, and soy ingredients”. FAAN members have expressed mixed responses to this message. One family interprets it as a guarantee that the product is safe. Another doesn’t understand it and therefore avoids the product.
7) “Manufactured on equipment that also processes peanuts, milk, tree nuts and wheat. Does NOT contain milk (lactose free), peanuts, tree nuts, gluten, wheat, yeast, egg or animal gelatin”. How is the consumer supposed to interpret the presence of peanuts, milk, tree nuts, and wheat? 
Contacting food company customer service representatives may not clarify the meaning of the allergen advisory statement. Food-allergic consumers are sometimes told one thing by customer service representatives (i.e., the food item is made on shared equipment, so it should be avoided), which conflicts with the information presented on the food label (i.e., allergen not listed, and no advisory statement). 
Inconsistent use of allergen advisory statements is also problematic to the food-allergic consumer. A common complaint received by FAAN concerns the fact that one particular product may have an advisory warning, whereas an identical product on the same supermarket shelf may not. Additionally, products that had been safe for years now have allergen advisory statements even though the manufacturing process has not changed. Some companies tell us they put these statements on all products at the advice of legal counsel as a means of protecting their liability; however, food-allergic consumers have no way of deciphering liability- vs. risk-driven messages. 
Of further concern to the food-allergic consumer is the inconsistent placement of the advisory statement on the label. The statement can appear near the nutrition facts, near the ingredient statement, on the package fold, on the opposite side of the package (opposite from the ingredient/nutrition information), or in an ink color that is difficult to read.
Conclusion

Based on years of communication with members of the food-allergic community, we can say that consumers want: clarity on what advisory statements mean; reliable information that is accurate and intended to protect them, not the manufacturer; standardized placement on the product; and a limited number of statements. Currently, dozens of variations of allergen advisory statements are in the marketplace. 

FAAN thanks FDA for addressing this issue, and for holding a public hearing in September, 2008. As evidenced by the hearing, there is overwhelming consensus among food-allergic consumers and representatives from the food industry that the “May Contain” issue must be addressed. As the leader in food allergy education, research, and advocacy for more than 17 years, FAAN offers FDA our full assistance.

Sincerely,
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Anne Muñoz-Furlong, FAAN CEO             

FAAN is a nonprofit organization with approximately 30,000 members, most of whom are the parents of children with life-threatening food allergies. FAAN’s mission is to raise public awareness, provide advocacy and education, and to advance research on behalf of all those affected by food allergies and anaphylaxis. FAAN was founded in 1991.
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