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MEMORANDUM 
 
From: Steven B. Steinborn 
 Brian D. Eyink 
  
Date: April 22, 2014 
 
RE: FSIS Releases Compliance Guideline on Allergen Control and Prevention  
 
Yesterday, the Food Safety and Inspection Service (FSIS) released a compliance guideline 
addressing steps meat and poultry establishments can take to control and prevent the introduction of 
undeclared allergens into food products.  The guidance, Allergens and Ingredients of Public Health 
Concern: Identification, Prevention and Control, and Declaration through Labeling (the Guidelines), 
identifies key steps FSIS recommends establishments take to identify potential sources of foodborne 
allergens, prevent and control the introduction of allergens into foods, and ensure all allergens are 
declared on food labels.  Guidelines are technically nonbinding recommendations, but FSIS 
considers a food adulterated and misbranded if its label fails to declare any of the “Big Eight” 
allergens present in the food. 1/  FSIS “recommends that establishments consider incorporating the 
practices set out in [the Guidelines] in their HACCP plan or Sanitation SOPs or other prerequisite 
programs.” 
 
The Agency explains that the Guidelines are necessary in the wake of a “sustained increase in the 
number of recalls of FSIS-regulated products that contain undeclared allergens.”  FSIS believes 
“[t]hese recalls are preventable, as many have been due to ingredient changes, product changes, 
products in the wrong package, or products with misprinted labels.”  According to the Agency, an 
allergen recall likely indicates a failure of the establishment to properly implement its HACCP 
program in that the establishment has either failed to address the chemical hazard (i.e., the allergen) 
in its hazard analysis; failed to support a decision made in its hazard analysis; failed to reassess its 
hazard analysis; or failed to effectively implement controls to support the decisions made in its 
hazard analysis.  Many of the recommendations in the Guidelines focus on addressing these root 
causes.   
 
Although FSIS will accept comments on the compliance guideline until June 20, 2014, the Agency 
has not marked the just-released Guidelines as “draft.”  Because the Guidelines reflect many 
principles already embraced by FSIS, establishments can expect the Agency and inspection 
program personnel to begin referencing the Guidelines immediately.   
 
This memorandum tracks the Guidelines’ key recommendations across three areas of focus: 

• Identification of allergens; 
• Prevention and control of allergens during processing; and  
• Declaring allergens present in foods. 

                                                   
1/ The “Big Eight” allergens are wheat, crustacean shellfish, eggs, fish, peanuts, milk, tree nuts, 
and soybeans.  As FSIS indicates in the guidelines, Canada and the European Union recognize 
additional major food allergens beyond the Big Eight.    
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Although the recommendations outlined in the Guidelines are not necessarily new, the release of the 
Guidelines reflects the emphasis FSIS is placing on allergen control programs. 
 
Identification of Allergens 
 
The Guidelines explain that a “meticulous, comprehensive hazard analysis is crucial to identify and 
control allergens in an establishment.”  FSIS classifies allergens and ingredients of public health 
concern as chemical hazards, advises that the “introduction of an allergen could occur anywhere 
during the production process,” and expects an establishment to evaluate each step in its process, 
from receiving to packaging.  The Guidelines primarily track established HACCP concepts, 
reminding establishments to consider allergens as part of their hazard analyses and to use process 
control flow charts to evaluate allergen control.   
 
The Guidelines espouse a particular concern for recently changed ingredients or suppliers. Based 
on an analysis of recent recalls, FSIS has concluded that many recalls have occurred because 
“establishments have not been aware of the potential presence of allergens within a new ingredient 
or formulation when changing suppliers or formulation[s].”  The Guidelines advise that 
establishments should be on “high alert” for the presence of allergens when changing suppliers or 
formulations. 
 
In addition, the Guidelines offer a number of recommendations and “practical steps” for controlling 
allergens, with the primary ones being: 

• Use color coding to identify allergen-containing products and ingredients; 
• Maintain a list of all ingredients used in product formulations and label records at the 

receiving area for comparison against incoming shipments; 
• Conduct an establishment walk-through to identify potential paths for cross-contact; 
• Ensure all incoming ingredients with allergenic materials are clearly labeled; 
• Store allergenic materials in separate, clearly designated areas; 
• Become familiar with suppliers’ letters of guarantee and review the guarantee accompanying 

each shipment of ingredients; 
• Maintain open communication about allergens with suppliers; and 
• Reassess HACCP plans whenever changes occur that could affect the hazard analysis or 

alter the HACCP plan, including changes to raw materials, product formulations, or 
packaging. 

 
Prevention and Control of Allergens 
 
The Guidelines emphasize the importance of thorough sanitation and robust ingredient and product 
control to prevent allergen cross-contact during production.  FSIS notes that food proteins, which 
include allergenic proteins, “are some of the most difficult to remove from surfaces,” and emphasizes 
the importance of verifying and validating cleaning.  The Agency views testing as a “supplement to 
documenting cleaning procedures and a visual cleaning assessment.”  The Guidelines note that 
FSIS does not recognize a minimum threshold level for allergenic ingredients, below which 
declaration would be unnecessary. 
 
The Guidelines offer several recommendations for the prevention and control of allergens, including 

• Color coding of ingredients, uniforms, and utensils based on allergen status; 
• Documenting cleaning procedures using checklists, including for spill clean-ups; 
• Verifying and validating cleaning procedures; 
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• Processing foods that do not contain allergens before processing foods that contain 
allergens; 

• Dedicating equipment to allergenic products, or if not feasible, separating allergenic products 
by time or space from non-allergenic products; 

• Training personnel on allergen control procedures and ensuring familiarity with the products 
being produced; 

• Not using the same cooking medium (e.g., oil or water) when processing both allergenic and 
non-allergenic products 

 
Declaration of Allergens 
 
The Guidelines emphasize the importance of declaring all allergens in a product and focus primarily 
on ensuring that the appropriate label is applied to allergen-containing products.  The Guidelines 
address two specific issues regarding advisory labeling: 

• Use of advisory labeling on finished products.  FSIS permits the use of advisory labeling (e.g., 
“may contain wheat” or “produced in an establishment that uses wheat”) only when good 
manufacturing practices “cannot reasonably eliminate” the unintended presence of the 
allergen or ingredient of public health concern. 

• Use of ingredients that have advisory labeling.  When an incoming ingredient contains 
advisory labeling (e.g., a seasoning packet bears a “may contain” statement), FSIS advises 
that the ingredients listed in the “may contain” statement do not need to be carried over to 
the finished product label if the establishment (1) receives written confirmation from the 
supplier that the ingredient identified in the “may contain” statement is not actually in the 
product; and (2) includes a written statement in its hazard analysis to support the decision to 
not carry the advisory statement forward on the finished product labeling. 

 
To ensure allergens are declared properly, the Guidelines offer several recommendations, including 
the following: 

• Implement a system and checklists for finished-product labeling; 
• Color-code products containing allergenic ingredients; 
• Verify the accuracy of product labels; 
• Implement a method for tracking lot codes throughout production and distribution; and 
• Store allergenic products in clearly identified areas. 

 
* * * 

 
The Guidelines reflect a concerted emphasis by FSIS on allergen control, stemming from Agency 
concern about a stated trend of increasingly common allergen-related product recalls.  FSIS views 
these recalls as largely preventable, and the meat and poultry industry can anticipate heightened 
focus on allergen control programs.  Meat and poultry processors should review the Guidelines 
carefully, evaluate the extent to which they are already following or can implement the Agency’s 
recommendations, and consider whether they wish to file comments.   
 
Meat and poultry processors can anticipate continued and perhaps increased reliance by FSIS on 
compliance guidelines to communicate agency policy and recommendations for compliance with 
statutory and regulatory obligations.  We will continue to monitor this and other developments in 
FSIS policy.  Please do not hesitate to contact us with any questions.   


