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What is?
• MEDICAL CONDITION

• Exposure triggers harmful immune 

response

• Allergens are PROTEINS

• Mild to severe reaction (itchy to 
breathing)

• Anaphylaxis – serious and sudden

• Wheezing, shortness of breath, dizziness, 

paleness, tight throat, tongue/lips 

swelling, hives

• 30,000 ER visits, 2,000 hospitalized, 150 
deaths

• 33 million Americans

• Children (<18) 5.6 million

• 40% children – allergic to more than 1

• Shellfish 24%, Dairy+Peanuts 36%
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What is?
• FDA Risk Factor Study (2016 data) 

indicated that 70% PIC did NOT 

identify major allergens and 

related symptoms

• High number of food recalls

• Allergens – Top food safety 
concern

• 2004: FALCPA act – labeling 

requirements

• Food allergen awareness -
training
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TOP REASON FOR UNDECLARED ALLERGEN 
RECALLS AND PUBLIC HEALTH ALERTS:

LOSS OF CONTROL DURING PACKAGING AND 
LABELING

• Recalls due to undeclared 
allergenic foods. 

• FDA issues firm press 
releases that list the most 
significant product action 
in the last 60 days, based 
on extent of distribution 
and the degree of health 
risk. 

• Many food allergen recalls 
are included in these 
alerts and will eventually 
appear in an Enforcement 
Report.
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What is?
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• 70% of the total public health alerts and recalls were due to loss of 
control during the packaging and labeling processes. 

• 15% of the mislabeling problems were from inadequate label 
approval. 

• Remaining ones were from allergen cross contact during processing 
or from supplier failing to disclose specific allergen.

• Wrong packaging, wrong description (butter vs dairy), computer 
errors, or imported from other country

• 25% of these could have been avoided
• cGMPs, Preventive Controls, HACCP – not effective or not in place



Allergen Control Plan
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• Product Design (Research and Development)
• Segregation of Foods or Ingredients - Receiving, Storage, Handling and Processing
• Supplier Control Programs for Ingredients and Labels
• Prevention of Cross-Contact During Processing
• Product Label Review & Label/Packaging Usage and Control
• Validated Allergen Cleaning Program
• Staff Training and Education

Keywords: Menu design and changes, receiving and storage (know the allergens), supplier has a 
plan, separate storage (when possible), dedicated utensils – equipment – containers, re-use and 
re-work of items/ingredients, color-coded, designated time/area, effective sanitation, adequate 
engineering/design, packaging and labeling accuracy and verification, facility design, SOPs, 
cleaning validation and verification, general and role specific training for everyone (and 
refreshers).



Label
Food label - identify the food source of all major food 
allergens used to make the food. This requirement is 
met if the common or usual name of an ingredient 
already identifies that allergen's food source name (for 
example, buttermilk). OR the allergen's food source 
must be declared at least once on the food label in one 
of two ways.
1. In parentheses following the name of the ingredient.
e.g. "lecithin (soy)," "flour (wheat)," and "whey (milk)"
-OR-
2. Immediately after or next to the list of ingredients in 
a "contains" statement.
e.g. "Contains Wheat, Milk, and Soy."
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Allergen Controls in Manufacturing

Jen Fernan, Director, FSQA & 

Regulatory 



• Must ensure allergens are accurately labeled

• Two major causes for undeclared allergens:

• Incorrect labels used

• Cross-contact from allergens in production

Allergens – Accurately labeled



Ensuring Correct 

Labels 



Labels/Packaging

• Secure HOLD upon receipt

• Approved prior to using in production

• Match schedule / batching sheet / label code

• Designated frequency

• Rework processes must be considered

• Documented process / verified 

• Affix labels / packaging to records

• Line clearance protocols after run

• Verifications



Preventing Cross-

Contact



Identifying Allergens

• Allergenic Ingredient List



Identifying Allergens

• Allergenic Finished Goods List 



Receiving Controls

• Verification of Allergenic Ingredients



Receiving Controls

• Trailer Inspection

• Signs of spillage/damaged ingredients

• Procedure if signs of cross-contact



Storage Controls

• System for labeling allergenic ingredients

• Visible from ground 

level

• Multiple sides of the 

pallet



Storage Controls



Equipment and Facility Controls



Equipment and Facility Controls

• Equipment Crossovers

• Shields/catch pans/tarps

• People Crossovers

• Dedicated personnel

• Color coded smocks



Handling Controls

• Allergen spills

• Procedures for isolating and cleaning

• Dedicated tools to clean

• Rework 

• Like to Like

• Stored separate from non-allergen rework

• Holds

• Segregated from non-allergen holds



Tools/Utensils/Containers Controls

• Color Coding/Labeling

Red - Soy
Purple - Wheat



Product Scheduling Controls

• Progressive Scheduling



Changeover Controls

• Changeover Matrix



Changeover Controls

• Line Clearance Procedure

• Previous Product 

• ingredients removed from the line

• inspect line to ensure no product remains

• packaging removed from line; including 
rework areas

• Next Product

• correct ingredients and packaging staged



Communication

• Training

• Allergens controlled in plant

• Controls in place to prevent cross-contact

• Lines where allergens are running

• Schedule

• Signage



Communication
• Color Code Signage



Auditing/Validation

• Are the controls being followed?

• Are they effective?



Thank you!



Wendy’s

• ≥ 7250 restaurants

• 33 countries worldwide

• ≥ 95% Franchisees

• Wendy’s and our franchisees 
employ over 240,000 people

• 70%  of which are Millennials or 
younger

• 10 Languages spoken in our 
restaurants



Allergen RISK in 
Foodservice

Worldwide

• ~220 million people 

suffer food allergies

• ~ 2%–10% of the 

population 

• Causes 1 death per 50 

million people a year 

In US

• 32 million people suffer food 

allergies 

• ~ 11 % of people age 18 or 

older 

• About 8% of children (1 of 

13 children)

https://www.cdc.gov/healthyschools/foodallergies/index.htm


Top 10 Allergen 
Challenges

• Allergen identification in 

Ingredients

• Different Sources or 

Suppliers for SAME 

Product

• Space (storage & prep)

• Cross-Contamination

• Menu & Menu changes

• Food Handlers

• Time

• Cleaning and Sanitizing

• Allergen Knowledge



Best Practices
• Supply Management

• Operational Allergen Controls:

• Identification and separation of 

storage and use;

• cross-contact areas & 

equipment;

• Risk assessment for new 

products and/or menus 

• Risk assessment prior to approval of 

procedural changes or equipment 

that may introduce allergens

• CLEAR Identification to Customers

• Employee Allergen Training to 

includer major food allergens and 

what to do in case of an allergic 

reaction. 





Protecting our Customers

• Commitment to our values drives our decisions

• Our role as a Retailer and a Manufacturer

• Our Wegmans Brand has equity with our Customers

• Strong Codes of Practice and PLA provide a standard







Training and 

Support 
• Signage 

• Computer Based Interactive Training

• Overall Food Safety

• Allergen Training

• Advanced Training for Managers

• HACCP Training for Leaders

• Job Aides for all In-Store Produced Items

• Food Safety Support Team (Company Wide Teams)

• Food Safety Trainers

• Assessors and Auditors

• SSOP Coordinator

• Food Scientists



140+ Store Food Safety Coordinators and Specialists 

This role identifies, educates, coaches and provides training 

on food safety issues that may cause illness or injury to 

employees and customers. You’ll be the subject-matter 

expert in your store and work hands-on with employees to 

build trusting relationships, understand daily operations and 

suggest modifications to work processes, equipment, and 

the environment to reduce risk factors and ensure company 

policies and procedures are followed.

Training and 

Support 


