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August 17, 2022 
 

Submitted electronically via regulations.gov  
 

Dockets Management Staff (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 
 

Re: Evaluating the Public Health Importance of Food Allergens Other Than the Major Food 
Allergens Listed in the Federal Food, Drug, and Cosmetic Act; Docket No.: FDA-2021-N-0553 
 
To Whom It May Concern,  
 
SNAC International thanks the Food and Drug Administration (“FDA”) for the opportunity to 
comment on guidance for stakeholders entitled, “Evaluating the Public Health Importance of 
Food Allergens Other Than the Major Food Allergens Listed in the Federal Food, Drug, and 
Cosmetic Act.”  
 
SNAC International is the international trade association of the snack food industry 
representing snack manufacturers and suppliers. SNAC International represents over 400 
companies worldwide, including but not limited to manufacturers of potato chips, tortilla chips, 
cereal snacks, pretzels, popcorn, kettle corn, cheese snacks, snack crackers, meat snacks, pork 
rinds, snack nuts, party mix, corn snacks, pellet snacks, fruit snacks, snack bars, granola, snack 
cakes, cookies, and various other snacks.   
 
SNAC supports transparency and providing our consumers - particularly those with food 
allergies - critical information about current major food allergens in snack products. SNAC 
supported the addition of sesame to the major allergen list, and we thank FDA for pursuing this 
guidance on evaluating the public health importance of future allergens to ensure a consistent, 
science-based approach going forward. In general, SNAC appreciates the draft approach FDA 
intends to take when evaluating the public health importance of food allergens that are not one 
of the nine major food allergens. We are pleased to see a detailed background section 
explaining the current regulatory framework, and FDA’s approach to critically evaluating the 
research that would be utilized to determine new allergens.  
 
We offer three recommendations to strengthen and enhance the draft guidance and FDA’s 
work to evaluate food allergens of public health importance: 
 

1. FDA should further clarify the scientific and legal standards that would be applied by 
establishing thresholds that must be met to classify a food as a major food allergen. 
 
2. FDA should work with experts in the food allergen research community to address 
data gaps and seek feedback from a wide range of stakeholders. 
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3. FDA should review potential allergens based on public health risk and not apply 
additional scrutiny if the potential allergen is listed under a generic labeling disclosure in 
the ingredient statement.  

 

1. FDA should further clarify the scientific and legal standards that would be applied by 
establishing thresholds that must be met to classify a food as a major food allergen 
 
Currently in the draft guidance, FDA shares scientific information, data, and studies that will be 
used in FDA’s consideration of a non-major food allergen. Additionally, the draft guidance 
states how FDA will evaluate the strength of the various types of evidence for each of the 
scientific factors and that it will generally consider foods with high or medium evidence to be 
considered allergens of public health importance. SNAC appreciates and generally supports the 
direction FDA is taking to use scientific criterion for identifying and evaluating new food 
allergens beyond the existing major food allergens. We believe assessing the evidence of IgE-
mediation, prevalence in the U.S. population, severity, and potency of a potential allergen 
serves as a strong science-based framework that can be supported by both industry and 
consumers. This approach is in line with the ad hoc FAO/WHO joint expert consultation on food 
allergen risk assessment established to inform the work of the Codex Alimentarius.1  
 
However, SNAC believes that FDA should provide as much clarity as possible on each of the 
criterion including any potential levels that must be met to classify a commodity as a major 
food allergen. While SNAC recognizes that the thresholds for potency vary in magnitude 
between allergens, SNAC is supportive of setting a threshold for potency and a cutoff for 
potency and severity for those allergens where FDA can conservatively outline a level where it 
is unlikely a food allergic individual would experience an adverse effect when exposed. We 
recommend FDA review the current Codex activities on this topic including recommendations 
from expert committees. SNAC recognizes FDA must continue to consider the criteria for each 
allergen on a case-by-case basis and FDA must consider the weight of the evidence and data 
across each of the combined criteria. Therefore, assessing the totality of the evidence can be 
complex. However, when possible, FDA should work with stakeholders, including the scientific 
and public health community to provide more clarity on the levels across the criterion that 
would trigger FDA evaluation.  
 
2. To address these gaps, FDA should work with experts in the food allergen research 
community and seek feedback from a wide range of stakeholders 
 
As FDA considers building criteria to determine non-major food allergens of public health 
importance, we encourage FDA to dedicate resources to address gaps in data, the structure for 
reporting adverse events and pursue a process that engages feedback from a wide variety of 
stakeholders. SNAC encourages FDA to not only work with industry but specifically look toward 

 
1 FAO and WHO. 2022. Risk Assessment of Food Allergens. Part 1 – Review and validation of Codex 

Alimentarius priority allergen list through risk assessment. Meeting Report. Food Safety and 

Quality Series No. 14. Rome.  
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experts in the food allergen space like Food Allergy Research & Education (FARE), Food Allergy 
Research and Resource Program (FAARP), and the Asthma and Allergy Foundation of America 
(AAFA) to inform this work. By developing scientific standards that are agreed to by a range of 
stakeholders, we can establish a clear and consistent, science-based process for determining 
future food allergens that require additional controls, such as mandatory allergen labeling.  
 
3. FDA should review potential allergens based on public health risk and not apply additional 
scrutiny if the potential allergen is listed under a generic labeling disclosure in the ingredient 
statement 
 
The draft guidance states FDA may apply additional scrutiny to potential new allergens if they 
are not currently disclosed on food labels, often because they are permitted to be grouped 
under generic disclosures such as “spices” or “natural flavors” per 21 CFR 101.22. Food 
manufacturers use the permitted generic disclosures on their product labels to protect 
confidential trade secret formulas, which should only be revealed if there is an overwhelming 
public health basis for doing so. SNAC members believe that whether or not an allergen 
currently appears on ingredient lines today should not be a factor in FDA’s decision, and 
proprietary ingredients such as “spices” should not be subject to additional scrutiny or a lower 
threshold of evidence. These non-disclosed potential allergens should be evaluated solely upon 
public health risk and not their current labeling requirements. A consistent evaluation should 
be applied when FDA evaluates potential allergens, regardless of if a generic disclosure is used. 
 
Conclusion 
 
SNAC thanks FDA for the opportunity to submit comments on the “Draft Guidance for FDA Staff 
and Stakeholders: Evaluating the Public Health Importance of Food Allergens Other Than the 
Major Food Allergens Listed in the Federal Food, Drug, and Cosmetic Act.” SNAC supports FDA’s 
efforts to provide guidance on evaluating the public health importance of future allergens and 
appreciates the draft approach laid out in the guidance. SNAC encourages FDA to further clarify  
the scientific and legal standards that must be met to classify a food as a major food allergen. 
FDA should also review potential allergens based on public health risk and not apply additional 
scrutiny if the potential allergen is listed under a generic disclosure. SNAC also encourages FDA 
to dedicate ample resources and engage feedback from stakeholders throughout this process.  
 
SNAC looks forward to partnering with FDA and moving forward on science-based policies and 
frameworks that provide clarity and certainty to manufacturers and consumers. If any 
questions or comments arise from this letter, please contact Colleen Farley, SNAC 
International’s Director of Advocacy, at cfarley@snacintl.org.  
 
Regards, 
 

Christine Cochran 
President & CEO 
SNAC International  
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