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August 17, 2022 
 
Susan Mayne, Ph.D.  
Director  
Center for Food Safety and Applied Nutrition  
U.S. Food and Drug Administration  
susan.mayne@fda.hhs.gov  
 
Frank Yiannas 
Deputy Commissioner for Food Policy and Response 
U.S. Food and Drug Administration  
frank.yiannas@fda.hhs.gov 
 
Dockets Management 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 
Re: Cover Letter Accompanying Our Comments on “Evaluating the Public Health 

Importance of Food Allergens Other Than the Major Food Allergens Listed in the 
Federal Food, Drug, and Cosmetic Act: Guidance for FDA Staff and Stakeholders – Draft 
Guidance”, FDA-2021-N-0553, Comment Tracking Number: l6w-qe9m-4tjy, August 16, 
2022 

 
Dear Dr. Mayne and Commissioner Yiannas, 
 
From our perspective as the parents of a 9 year old son, Jax, with Celiac Disease and founding 
Celiac Journey, a patient advocacy organization, my wife and I appreciate the opportunity to 
share our lived experience and provide comments on the document entitled, “Evaluating the 
Public Health Importance of Food Allergens Other Than the Major Food Allergens Listed in the 
Federal Food, Drug, and Cosmetic Act: Guidance for FDA Staff and Stakeholders – Draft 
Guidance”, April 19, 2022, Docket number: FDA-2021-N-0553 (“FDA’s Draft Guidance”).  
 
Please allow this letter to provide an overview of our separately submitted comments dated 
August 16, 2022 on the FDA’s Draft Guidance that were uploaded to the Federal Register on 
August 16, 2022, Comment Tracking Number: l6w-qe9m-4tjy (“Comments”).1 
 
Celiacs Have Been Historically Underserved by the Federal Government 
With respect to the Celiac Disease community, which has been historically underserved and 

 
1 https://downloads.regulations.gov/FDA-2021-N-0553-1584/attachment_1.pdf 
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marginalized by our Federal government (i.e., funding medical research for Celiac Disease,2 
labeling Gluten only with a voluntary scheme,3 disqualifying Celiacs from service in the 
military,4 excluding Celiac Disease from the CDC’s Index of Diseases & Conditions,5 etc.), the 
FDA’s Draft Guidance presents an inequitable evaluation framework, as well as perpetuates 
flawed scientific, governmental and societal biases including:  
 
1. A Gluten Free diet is all that is needed to treat Celiac Disease, as opposed to all that has ever 

been historically available to treat Celiac Disease. 
2. With respect to labeling food products in the United States, the voluntary Gluten Free 

labeling scheme6 sufficiently protects consumers who are on medically required and very 
restrictive Gluten Free diets, as opposed to all that has ever been historically utilized 
labeling-wise. 

3. Othering the consumer protection needs for Celiacs in the United States with not evaluating 
the public health importance of Gluten as a food allergen because this Non-IgE-Mediated 
food allergy is not capable of triggering anaphylaxis and being immediately life-threatening, 
while seemingly ignoring that Celiacs face potentially life-threatening and severe adverse 
health effects7 that can arise through Gluten ingestion, including by way of example and not 
limitation: anemia, cancer, heart disease, immunological scarring, intestinal damage, 
malnutrition, etc.  

 
FDA’s Draft Guidance Is Incongruent with the 2021 FAO/WHO Expert Consultation 
The FDA’s Draft Guidance is incongruent with the conclusions of international food safety 
authorities and expert committees comprised of scientists, regulators, physicians, clinicians and 
risk managers from academia, government and the food industry including: 
 
 Joint Food and Agriculture Organization of the United Nations/World Health Organization 

Expert Committee on Food Additives. Evaluation of certain food additives and contaminants: 
fifty-third report of the Joint FAO/WHO Expert Committee on Food Additives. 2000. WHO 
Technical Report Series 896. World Health Organization, Geneva (“1999 FAO/WHO Expert 
Consultation”; also referred to as the “1999 Codex criteria” as detailed in the FDA’s Draft 
Guidance and cited as “FDA Ref. 25”). 

 Food and Agriculture Organization of the United Nations/World Health Organization. 
“Summary report of the Ad hoc Joint FAO/WHO Expert Consultation on Risk Assessment of 
Food Allergens. Part 1: Review and validation of Codex priority allergen list through risk 
assessment.” 2021 (“2021 FAO/WHO Expert Consultation”; also referred to as “FDA Ref. 
45” in FDA’s Draft Guidance). 

 
2 https://www.celiacjourney.com/briefing 
3 https://www.celiacjourney.com/falcpa 
4 U.S. Department of Defense, DoD Instruction 6130.03, Medical Standards for Appointment, 
Enlistment, or Induction into the Military Services, Section 5.12.c.(3), May 6, 2018, 
https://www.esd.whs.mil/DD/ 
5 https://www.cdc.gov/az/f.html 
6 The FDA’s final rule defining Gluten Fee for food labeling became effective on September 4, 
2013, and August 5, 2014 was the date when FDA-regulated foods labeled Gluten Free must 
comply with all requirements established by the final rule. 
https://www.federalregister.gov/documents/2013/08/05/2013-18813/food-labeling-gluten-free-
labeling-of-foods , and  
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/small-entity-
compliance-guide-gluten-free-labeling-foods# 
7 https://www.fda.gov/consumers/consumer-updates/gluten-free-means-what-it-says 
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The 2021 FAO/WHO Expert Consultation, which was an authoritative body chaired by the 
FDA’s Dr. Lauren Jackson, Chief, Process Engineering Branch, Division of Processing Science 
& Technology, Institute for Food Safety & Health, determined: 

 
“Based on systematic and thorough assessments which used all three criteria 
(prevalence, severity and potency), the Committee recommended that the following 
should be listed as priority allergens: Cereals containing gluten (i.e., wheat and 
other Triticum species, rye and other Secale species, barley and other Hordeum 
species and their hybridized strains), crustacea, eggs, fish, milk, peanuts, sesame, 
specific tree nuts (almond, cashew, hazelnut, pecan, pistachio and walnut).”8 9 (emphasis 
added) 

 
Our Why 
Unfortunately, in spite of our many precautions, Jax has been “glutened” at times through 
accidental ingestion of Gluten and that as resulted in him experiencing vomiting and diarrhea, 
and in addition, potential long-term complications including damage to his small intestine. Last 
Summer, Jax got violently ill when the chef at a restaurant (who was trained in Celiac safe food 
preparation to avoid cross contact with Gluten) thought a packaged food product was Gluten 
Free since it did not have Wheat labeled on it, but the food product did have unlabeled Gluten in 
it. That’s one real world example of getting Glutened and why we need Gluten to be labeled on 
all packaged foods! 
 
President Joe Biden’s Executive Order 13985 & The White House Conference on Hunger, 
Nutrition, and Health 
In accordance with President Joe Biden’s Executive Order 13985, advancing equity requires a 
systematic approach to embedding fairness in the decision-making processes that all FDA 
functions are routed through.10 Using that lens and framework, our submitted Comments detail 
the FDA’s Draft Guidance suggests systemic food privilege that contributes to food insecurity, 
and the FDA should work to redress historical inequities in various agencies’ policies and 
processes, including in the FDA’s Draft Guidance. To that end, it is instructive to look at how the 
USDA defines food insecurity -- “Food insecurity is the limited or uncertain availability of 
nutritionally adequate and safe foods, or limited or uncertain ability to acquire acceptable foods 
in socially acceptable ways.”11 
 
With regard to the subject matter of our Comments, we believe that Executive Order 13985 
aligns with the White House Conference on Hunger, Nutrition, and Health (White House 
Conference”) scheduled for September 2022, including,  
 

 
8 “Due to the lack of data on prevalence, severity and/or potency, or due to regional consumption 
of some foods, the Committee recommended that some of the allergens, ... oats, ... should not be 
listed as global priority allergens but may be considered for inclusion on priority allergen lists in 
individual countries.” 
9 http://www.fao.org/3/cb4653en/cb4653en.pdf 
10 https://www.federalregister.gov/documents/2021/01/25/2021-01753/advancing-racial-equity-
and-support-for-underserved-communities-through-the-federal-government 
11 https://www.ers.usda.gov/topics/food-nutrition-assistance/food-security-in-the-u-
s/measurement/#insecurity , and Definitions are from the Life Sciences Research Office, S.A. 
Andersen, ed., “Core Indicators of Nutritional State for Difficult to Sample Populations,” The 
Journal of Nutrition 120:1557S-1600S, 1990. 
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“Conference “Pillar #2, Integrate nutrition and health: Prioritize the role of nutrition and 
food security in overall health, including disease prevention and management, and ensure 
that our health care system addresses the nutrition needs of all people”12 (“Pillar 2”).  

 
Please see our separately submitted Comments for additional details on Executive Order 13985 
& The White House Conference on Hunger, Nutrition, and Health. We would welcome the 
opportunity to participate in the White House Conference in September 2022. 
 
World News Tonight with David Muir 
On May 19, 2021, Jax was featured on World News Tonight with David Muir. As Jax told Mr. 
Muir, “Eating without fear is our hope. Food insecurity for Celiacs happens every day” 
because of the constant threat of cross contact with Gluten, 80% of foods have Gluten in them, 
the high price of Gluten Free food and Gluten is not required to be labeled on packaged foods in 
the US, like it is in 62 countries around the world including in Canada and across Europe. Please 
watch this amazing story featuring some of Jax's friends from around the country who also have 
Celiac sharing their pediatric perspective.13 
 
As reported, Jax’s two primary goals are:  
A. increasing Federal funding for Celiac Disease research, and  
B. requiring that Gluten be labeled on all packaged foods in the US. 
 
President Joe Biden wrote the following to our son, Jax, on August 17, 2021, 
 

“I admire your courage and the incredible work you’ve done to help the millions of 
Americans like you who live with Celiac disease. The story about you on the news was 
terrific, and I am so impressed that you met with Members of the United States Congress 
to talk about ways to further improve the lives of people with Celiac disease… Young 
Americans like you are the future of our Nation. When you make your voice heard, adults 
listen. I look forward to seeing where your future takes you and the positive changes you 
inspire for people with Celiac disease.”14 

 
We have met so many amazing Celiac families which have had their health and quality of life 
impacted by adverse reactions to Gluten, as well as the food insecurity and anxiety that goes 
hand in hand with maintaining a strict Gluten Free diet, regardless of their socioeconomic status. 
However, it should be noted that families with low incomes, who have at least one member with 
Celiac Disease, are disproportionately impacted to an even greater extent in terms of food 
insecurity. 
 
The bottom line is that the FALCPA does not preclude the FDA from expanding via regulation 
the list of major allergens requiring identification under the FALCPA’s labeling scheme.15 

 
12 https://health.gov/our-work/nutrition-physical-activity/white-house-conference-hunger-
nutrition-and-health/conference-details 
13 www.celiacjourney.com/abcnews 
14 www.celiacjourney.com/biden 
15 “See FALCPA 203(b), 21 U.S.C.A. 343(note); FALCPA 203(a), 21 U.S.C.A. 343(x). The 
Senate Committee Report states that it intends for any regulations issued by FDA requiring the 
identification of additional allergens to prescribe disclosure in “a manner consistent with” the 
FALCPA. S. Rep. No. 108-226, at 10.” “The legislation also adds a second misbranding 
provision to account for other food allergens. In particular, section 403(x) provides that FDA has 
the authority to require by regulation appropriate labeling of any spice, flavoring, coloring, or 
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Section 203(b) states that the labeling requirements established under new section 403(w) “do 
not prevent the Secretary from requiring labels or labeling changes for other food allergens that 
are not major food allergens.”16 
 
I would be pleased to speak with you and your team about our Comments. Thank you. 
 
Sincerely, 

 

Jon Bari 
215.880.4595 
jon@jonbari.com 

 

Enclosure:  Comments on “Evaluating the Public Health Importance of Food Allergens Other 
Than the Major Food Allergens Listed in the Federal Food, Drug, and Cosmetic 
Act: Guidance for FDA Staff and Stakeholders – Draft Guidance”, FDA-2021-N-
0553, Comment Tracking Number: l6w-qe9m-4tjy, August 16, 2022 

 
Cc (email):  Robert M. Califf, M.D., MACC 

Commissioner of Food and Drugs 
U.S. Food and Drug Administration  
 
Laura Carroll  
Senior Policy Advisor  
U.S. Food and Drug Administration  
 
Congresswoman Madeleine Dean 
U.S. House of Representatives 
120 Cannon House Office Building 
Washington, D.C. 20515-3804 
 
Sandra Elizabeth Ford, M.D. 
Special Assistant to the President, Public Health and Science 
The White House  

 

 
incidental additive ingredient that is, or includes as a constituent, a food allergen that is not a 
major food allergen. The committee does not intend the listing of all spices or flavorings in a 
product but intends that the Secretary will require the food allergen to be identified on the label 
in a manner consistent with this legislation.” https://www.congress.gov/108/crpt/srpt226/CRPT-
108srpt226.pdf  
16 H.R. Rep. No. 108-608, at 18. (2004), https://www.congress.gov/108/crpt/hrpt608/CRPT-
108hrpt608.pdf 
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Rebecca Haffajee 
Principal Deputy Assistant Secretary for Planning and Evaluation 
U.S. Department of Health and Human Services 
 
Ron Klain 
Chief of Staff to the President of the United States 
The White House 
 
Admiral Rachel L. Levine, MD 
Assistant Secretary for Health (ASH) 
U.S. Department of Health and Human Services 

 


