March 13, 2026

The Honorable Martin A. Makary, MD, MPH
Commissioner of Food and Drugs

U.S. Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

RE: FDA Expert Panel on Food Allergies, docket number FDA-2026-N-1925

Dear Commissioner Makary,

On behalf of the undersigned organizations, thank you for the opportunity to provide
comments on the Expert Panel of Food Allergies held on February 25, 2026.

Food allergy rates have risen rapidly since the late 1990's. A recent study estimated
the global food allergy prevalence is 4.7%, but possibly as high as 8% in the US."?3
There is not a single cause of food allergy. We wish to highlight certain data for food
allergy development, prevention, and treatment to balance the FDA Expert Panel on
Food Allergies session.

e The strongest risk factors for the development of food allergy are early life
eczema, wheezing, and/or hayfever; delayed food introduction, damaged skin
barrier, certain gene sequence variations (e.g. filaggrin), history of food allergy
in a parent and/or sibling, parental migration, black race, and non-vaginal
birth.2
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e These risks are mostly observed associations. No parent “causes” their child’s
food allergy.? Children without risk-factors still develop food allergy, and
children with such risks may not.

e Current evidence does not support an association between vaccines (or their
additives/preservatives) and the development of food allergy.?

e There is no strong evidence linking synthetic food dyes, most additives, or
GMOs to the development of food allergy. However, two natural dyes,
carmine/cochineal extract and annatto, are recognized food allergens.**

 Early introduction can decrease (but not outright prevent) the chances of
developing food allergy. Data are strongest for peanut and egg, with more
limited benefit (without harm) for other foods.®”28 Screening for “pre-allergic”
infants before introduction is not cost-effective.*° Universal introduction
without screening is endorsed in the 2020 Prevention Guidelines from the
American Academy of Allergy, Asthma, and Immunology (AAAAI); American
College of Allergy Asthma and Immunology (ACAAI); and Canadian Society of
Allergy and Clinical Iimmunology (CSACI)." The NIAID and USDA have yet to
endorse this approach.
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e Prevention guidance has shifted from delayed to early introduction.
Recommendations are made with the best data available at the time and are
periodically updated. It can be challenging to look back on evolving scientific
understanding with the benefit of hindsight. Rather than attributing the rise in
food allergy rates to any single factor—such as the timing of food
introduction—or to past recommendations, we can recognize that guidance
has evolved as new high-quality evidence, including landmark studies on early
introduction, has become available. This ongoing refinement reflects a
commitment to updating recommendations based on the best data at each
stage.>®

e Food allergy can be treated but not yet cured. Both oral immunotherapy and
omalizumab raise reaction thresholds, providing protection against
unintended ingestion and lowering reaction severity. Epicutaneous
immunotherapy and sublingual immunotherapy have shown potential to
accomplish the same goals. Treatment may improve quality of life.!%1>161

e Labeling of the top 9 allergens helps identify risk of ingestion in packaged
goods. Global efforts are underway to standardize labeling of unintended
allergen presence (precautionary labeling, e.g., “may contain”, etc.). The FDA
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held a session on this topic in mid-February and is considering how to best
address the problem.’®"

While identifying the root cause(s) of food allergy would be ideal, we are years away
from such discovery. However, the recent risk-factors paper provides the most
promising hypothesis-generating leads for regulators and investigators to use as
outcomes for clinical trials. No single cause bears blame for the food allergy
epidemic, including past reversals in policy. Regulators, clinicians, researchers, and
patients can work together to advance understanding of food allergy development
through a multi-factorial hypothesis grounded in the strongest available evidence-
based science. This collaborative approach can help prioritize promising leads while
continuing to explore emerging data in a balanced way.

We recommend the US Food and Drug Administration specifically focuses on the
following areas within food allergy, which should result in major policy wins:

1) Formally endorse the AAAAI/ACAAI/CSACI Prevention guidelines, which de-
medicalizes and simplifies early introduction, helping to facilitate
implementation.

2) Add support for early allergenic food introduction to the 0-1year WIC package.

3) Focus research into further investigating established risk factors for food
allergy, while continuing to rely on high-quality evidence for evaluating

potential environmental contributors.
4) Continue to support and cultivate a pragmatic developmental pathway for

novel food allergy and anaphylaxis treatments, including reassessing current
outcome measures.

5) Create a policy or regulatory framework for adapting the EDO5 as the
recognized global standard threshold for precautionary allergen labeling on
packaged goods.
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6) Support additional funding for research into mechanistic causes, prevention,
and treatment of non-IgE-mediated food allergic diseases such as food
protein enterocolitis syndrome and eosinophilic esophagitis.

Sincerely,

Carla M. Davis, MD
President
American Academy of Allergy, Asthma, and Immunology (AAAAI)
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Dr. Cherie Y. Zachary, MD, FACAAI
President
American College of Allergy, Asthma & Immunology (ACAAI)
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Kenneth Mendez
President and CEO
Asthma and Allergy Foundation of America (AAFA)

Allergy & Asthma Network (AAN)

American Partnership for Eosinophilic Disorders (APFED)
Campaign Urging Research for Eosinophilic Disease (CURED)
Elijah-Alavi Foundation (EAF)

Food Allergy & Anaphylaxis Connection Team (FAACT)
International FPIES Association (I-FPIES)

The Mast Cell Disease Society (TMS)

US Hereditary Angioedema Association (HAEA)



