CORE REQUESTS:

FDA must protect all Americans with food allergy and deny the ED05 based reference dose proposal for
PAL that would leave 1.6 million Americans unsafe. Instead, FDA must delay PAL guidance by one year
to: (1) conduct a survey of food industry to inspect their allergen controls; (2) conduct a national survey of allergic
consumers about their knowledge of thresholds, risk assessments and specific action levels for PAL. If FDA believes
adopting risk assessment for PAL is ripe, then it should adopt the EDO1 based reference dose (protecting 99% of the
allergic community), not the EDO5 action level, which leaves 5% of the community unprotected.

BACKGROUND P

* 33+ million Americans have food allergies (1 in 10 children; 1 in 13 adults). Therapeutic advances may increase
protection, but accurate and transparent food labeling remains critical to ensure strict avoidance, particularly for
highly sensitive individuals.2

* FALCPA (2004),3 FSMA (2011),4 and the FASTER Act (2021)5 established labeling and allergen control
requirements, yet food allergens remain a leading cause of FDA recalls today.6

*  Aso0f2019, even after FSMA’s effective date, 77% of allergen recalls stem from mislabeled ingredients; 16% from
cross-contamination.” Industry compliance remains inadequate.

» PAL statements (e.g., "may contain") are currently voluntary, inconsistent, and a source of confusion for allergic
consumers worldwide.8

* Allergic consumers do not know their thresholds and are not educated about the concept in general.®

WHY DELAY IS NEEDED: GAPS IN THE SCIENCE
¢ Study Population: Data limitations:

* Less than one-third of the oral food challenges reviewed were usable for the studies, ie 1102 out of 3,445 oral
food challenges reviewed;° participants were predominantly Northern European children. Adults, highly sensitive
individuals, and diverse populations were excluded.

* Real-World Gaps: Co-factors not studied:

¢ Asthma, sleep deprivation, exercise, alcohol, medications, and hormones all lower thresholds '2— none were
accounted for.13

* Thresholds do not predict reaction severity,'4 and population based thresholds do not provide reaction risk at the
individual level.15

* Industry and Consumer surveys needed: US consumers have not been asked about using specific reaction level
cut-offs for PAL.16 An updated FDA survey of food industry’s recalls and allergen control practices from
2020-2025 would inform better training methods to mitigate against mislabeling issues.

WHY EDO05 IS THE WRONG ACTION LEVEL
» EDOS5 excludes 5% of allergic Americans— approximately 1.6 million people — who will react at lower levels.!?
* Reported reactions at or below EDO5 include vomiting, throat tightening, urticaria, and anaphylaxis.®
* Study expects mild and moderate reactions to resolve without medication.® In the real world, allergic individuals
activate emergency action plans and use epinephrine.20 Delayed use is a leading cause of fatal reactions.2
¢ Unlike supervised oral challenges, consumers eating grocery products do not know the dose of allergen they are
ingesting.22
IF FDA PROCEEDS NOW: ADOPT EDO1

If FDA determines implementation cannot wait, it should adopt ED01 — not EDO05. This protects 99% of the allergic
community, is scientifically measurable, and provides a uniform, meaningful label. The PAL statement should read:

"May contain [allergen]”

* Where risk based reference doses do not yet exist for certain allergens, the industry should develop the required
tools before those allergens fall under the framework.

EDO5 VS. ED01 AT A GLANCE

EDO5 Action Level EDO1 Action Level
(FAO/WHO Proposed) ( Recommended)
% Protected 95% 99%
Americans left unprotected ~1.6 million ~330,000
Reaction risk at threshold Includes anaphylaxis cases Includes anaphylaxis cases
Analytics available Yes Yes
Science-based Yes Yes
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