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Food Allergens and the FDA

What’s Happening
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RFR Reports for Undeclared Allergens

+ Data available from 2009 — 2022
» 903 reports related to undeclared allergens

Reports for the Major Food Allergen Most common foods
Milk 293 Bakery 71
Tree Nuts 121 Prepared food 93
Egg 120 Candy 88
Peanut 111 Snack Food 81
Soy 68 Dairy 70
Crustaceans 15 Dressing /Sauces 67
Fish 6
Wheat 1 These are 63% of the total reports

Mutltiple 168
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Introducing Myself

—> 30 years in food safety

— 25 years in FDA Center for
Food Safety and Applied
Nutrition

—First FDA Food Allergen
Coordinator

— Experience in food safety,
risk analysis, regulatory
science, and fraud prevention

EAS Consulting Group, LLC 2
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Plan for Today

* The Past — FALCPA
* The Present - FASTER
* The Future — What can we say about what’s next

EAS Consulting Group, LLC 3
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Food Allergen Labeling and Consumer
Protection Act (FALCPA)
PUBLIC LAW 108-282—AUG. 2, 2004

TITLE II—FOOD ALLERGEN LABELING  Foud Allergen

AND CONSUMER PROTECTION Conoumet™
Protection Act of
SEC. 201. SHORT TITLE.

31050 501 note
This title may be cited as the “Food Allergen Labeling and
Consumer Protection Act of 2004”.

4
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FALCPA

» Section 201 - Title
+ Section 202 - Findings

— Includes the oft quoted figure that the major allergens “account for
90 percent of food allergies”

« Section 203 - Labeling
— Amends FD&C Act
« Defines “Major Food Allergens”
» Describes format for allergen declarations

« Does not require agency rule-making to go into effect
+ Section 206 — Gluten-Free Labeling
+ Section 209 - Allergen labeling in the Food Code

5
@ EAS Consulting Group
FALCPA

Section 204 — Report to Congress

— Unintentional contamination, cross-contact
— Advisory labels

— Consumer preferences

EAS Consulting Group, LLC 6
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FALCPA
+ Section 206 — Gluten Labeling

— Requires issuing a “rule to define, and permit use of, the
term “gluten-free” on the labeling of foods”

EAS Consulting Group, LLC 7
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& EAS Consulting Group Gluten-Free

* Gluten-Free Labeling

— 2013 Rule - Defined conditions for the use of a GF claim for most
foods

— 2020 Rule — Added conditions for use of GF claim for fermented and
hydrolyzed foods

— Why two rules?
+ Lack of methods
— GF labeling is voluntary

» FALCPA said “permit the use” not “require the use”
— 2016 — Sampling assignment

+ 702 samples from more than 250 products, only 1 violative

EAS Consulting Group, LLC 8
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FALCPA Compliance

How is the industry doing?
* Indicators

— Inspection citations
— Import refusals
— RFR Reports & Recalls

EAS Consulting Group, LLC 9

9

& EAS Consulting Group

1700 Diagonal Road, Suite 750 « Alexandria, Virginia 22314 < (571) 447-5500 + easconsultinggroup.com



Food Allergens and the FDA
What’s Happening

& EAS Consulting Group

Food Allergen Inspection Citations

+ Taken from Form 483s created using electronic
inspection tools

— Does not include inspections done by States for FDA
» Data from 2009-2022
* 964 allergen-related citations

+ 21 different parts of CFR citated in relation to
allergen observations

Source: https:/, d.fda.gov/ora/cd/i ions.htm
EAS Consulting Group, LLC 10
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Food Allergen Inspection Citations per Year

EAS Consulting Group, LLC 1
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Food Allergen Inspection Citations per Year
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Food Allergen Import Refusals
» Data from 2006 — 2022

Two “charges” for food allergen violations
— Apparent violation of MFA labeling (403w)

» 1798 refusals
— Apparent cross-contact

* 31 refusals

Source: https:/;

.fda.gov/ora/cd/i htm
EAS Consulting Group, LLC
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Food Allergen Import Refusals

EAS Consulting Group, LLC
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RFR Reports for Undeclared Allergens
* Reportable Food Registry

— Created to “provide a reliable mechanism to track patterns of

adulteration in food in order to support efforts by FDA to target
limited inspection resources to protect the public health”

* Reportable Food

— One that could cause serious adverse health consequences or
death

— Equivalent to a Class 1 recall

EAS Consulting Group, LLC
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RFR Reports for Undeclared Allergens
+ Data available from 2009 — 2022
» 903 reports related to undeclared allergens

Reports for the Major Food Allergen Most common foods
Milk 293 Bakery 171
Tree Nuts 121 Prepared food 93
Egg 120 Candy 88
Peanut 111 Snack Food 81
Soy 68 Dairy 70
Crustaceans 15 Dressing/Sauces 67
Fish 6
Wheat 1 These are 63% of the total reports
Multiple 168

ssssss
track-reportable-food-restry-data-dashboard
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RFR Reports for Undeclared Allergens

EAS Consulting Group, LLC 17
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Plan for Today

* The Past — FALCPA
* The Present - FASTER
* The Future — What can we say about what’s next

EAS Consulting Group, LLC
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FASTER Act

135 STAT. 262 PUBLIC LAW 117-11—APR. 23, 2021
An Act
Ta xmpmve the health and safety of Amenr.uns living with food allergies and
Apr. 23, 2021 related disorders, including food protein-
S, 5781 induced enterocolitis syndrome, and eoamnplnllc gastrointestinal diseases, and
for other purposes
Be it enacted by the Senate and House of Representatives of
n?d Allergy the United States of America in Congress assembled,
afety,
.aea!r:gent, " SECTION 1. SHORT TITLE.
'le:::ré:nﬁ\;" This Act may be cited as the “Food Al]er&v Safety, Treatment
Educat:on, and Research Act of 20217 or the Act of

of 201
91086 301 note, 2021

EAS Consulting Group, LLC
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FASTER Act

» Section 2 - Sesame added to list of Major Food Allergens

SEC. 2. FOOD ALLERGY SAFETY.
(a) IN GENERAL.—Section 201(qq)(1) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321(qq)( nded by striking

“and soybeans” and inserting “soybeans
(b) EFFECTIVE DATE.—The amendnte by subse.ction (a)

shall apply to any food that is introduced_ar delivered for introduc-
tion into interstate commerce on or afte: January 1, 2023.

EAS Consulting Group, LLC
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Sesame as a Major Food Allergen

* Review and update your food safety plan
« 21 CFR 117.170(b)(2)
— You must conduct a reanalysis “Whenever you become aware of new
information about potential hazards”

EAS Consulting Group, LLC
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Sesame as a Major Food Allergen

» Even if you think you are already controlling sesame
— Are ALL your suppliers?
— Check for
« potential cross-contact (for you and your suppliers)
 need to update cleaning/sanitation validation
* need to update/validate product testing
* need to update training
— Review all labels and ingredient lists
* Including advisory statements
— Make sure that consumer affairs knows and is ready

EAS Consulting Group, LLC 22
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FASTER Act

» Section 3 — Report to Congress

(C) recommendations for the development and
implementation of a regulatory process and framework that
would allow for the timely, transparent, and evidence-based
modification of the definition of “maior food allergen”

EAS Consulting Group, LLC 23
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FASTER Act

» Section 3 — Report to Congress

(i) the scientific criteria for defining a food or foo
ingredient as a “major food allergen” pursuant to such
including recommendations pertaini

P =
dence of the preva y of allergic reac-
tions to a food or food ingredient that would be required
in order to establish that such food or food ingredient
is an allergen of public health concern appropriate
for such process; ang

(ii) opportunities for stakeholder engagement and
comment, as appropriate, in considering any such
modification to such definition.

EAS Consulting Group, LLC
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What FDA is doing about Section 3?

EAS Consulting Group, LLC 25
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What FDA is doing about Section 3?7

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

This guidance is being distributed for comment purposes only.

EAS Consulting Group, LLC 26
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Scientific Factors Relevant to Public Health

 Factor #1: evidence of IgE-mediated food allergy

» Factor #2: the prevalence of an IgE-mediated food
allergy in the U.S. population

» Factor #3: the severity of IgE-mediated food allergic
reactions

» Factor #4: the allergenic potency

EAS Consulting Group, LLC
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Identifying and Evaluating the Body of Evidence

A. Preliminary ldentification of Published Scientific
Literature

B. Preliminary Identification of Community Reports in
Surveillance Databases and Other Sources

C. Systematic Evaluation of Published Scientific
Literature and Community Reports

EAS Consulting Group, LLC 28
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Identifying and Evaluating the Body of Evidence

C. Systematic Evaluation of Published Scientific Literature and
Community Reports

1. Narrowing the identified body of published scientific
literature

2. Systematic evaluation of the strength of the identified
evidence

3. Systematic evaluation of community reports

4. Systematic evaluation of the severity of an IgE-mediated
food allergic reaction

EAS Consulting Group, LLC 29
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Summary of Draft

» Sets a very high standard

« It will take a lot of time and money to gather sufficient
data

* Does not address using analysis to remove an
allergen
— FASTER Act says “modification of the definition” of a MFA

* Limited opportunity for input from patients and
families

EAS Consulting Group, LLC
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Plan for Today
* The Past — FALCPA
* The Present — FASTER
* The Future — What’s next

EAS Consulting Group, LLC
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Other Issues

» Advisory labels

— No indication of potential actions in the near term

* Free From

— No indication of potential actions in the near term

EAS Consulting Group, LLC
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Other Issues
* Regulatory thresholds
— Complex problem

« Particulate and non-uniform distribution

« Limited data on different forms of the same allergen
* On-going methods questions

— Regulators often do not have access to data used in
scientific publications

* Limits transparency

* Prevents reproducing analysis

EAS Consulting Group, LLC
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Other Issues

* Regulatory thresholds
— FAO Expert Consultation (2021)
« FDA experts participated
— Looked at revision of “priority allergen” list
— Considered establishing Reference Doses
« First step toward setting thresholds

EAS Consulting Group, LLC
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Final Thoughts

» Changes in regulatory environment proceed slowly
* For industry
— Remain careful in your facility
— Prevent mis-packaging
— Be vigilant for problems in the supply chain
* Trust but verify

EAS Consulting Group, LLC
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* If you would like to discuss any of this further, or
discuss your specific situation, please contact me at

sgendel@easconsultinggroup.com

www.linkedin.com/in/stevenmgendel

EAS Consulting Group, LLC
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Thank you
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