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Purpose of Plan

Food allergies affect a small but growing proportion of the population.  They are most common in children, although some can be life-long, and can cause mild to severe, and sometimes life-threatening, reactions. Most food allergens are proteins and are not denatured in the food manufacturing process.  Their recognition, management and communication to the consumer are therefore extremely important and often required by legislation.

Approximately 2 percent of the US adult and about 5 percent of the infant and children population suffer from food allergies.  The US FDA Food Allergen Labeling and Consumer Protection Act of 2004 (Public Law 108-282, Title II) was put into effect to provide notification to consumer of potential formulation of foods with these allergens.  

Eight major foods or food groups were identified and now require identification and labeling on food packaging in the US: milk, eggs, fish, crustacean shellfish (e.g. shrimp, crab, lobster), tree nuts (e.g. almonds, walnuts, pecans), peanuts, wheat and soybeans. In addition a food ingredient that contains protein derived from a food specified within the above major food allergens is also considered a source and must be labeled as such unless it is classified as a highly refined oil derived from food or any ingredient derived from such highly refined oil. As of January 1, 2023 sesame is now considered a major allergen and needs to be labeled as such.  
The purpose of this plan is to describe the methods used by AFS to mitigate risks and manage allergens.  
Section 1. Register or Allergens
Register of allergens applicable to the country of manufacture: 
In India, presently there is no mandatory labeling of food allergens specified in the food products except for Infant Milk Substitute. As per Food Safety & Standards (Packaging & labelling) Regulations, 2011, the mandatory labeling for allergenic foods has been specified for Infant Milk Substitute; Clause 7 of Regulation No. 2.4.1 states:

The container of infant milk substitute meant for infants with allergy to cow’s /buffalo’s milk protein or soy protein or label affixed thereto shall indicate conspicuously “HYPOALLERGENIC FORMULA” in capital letters and statement “TO BE TAKEN UNDER MEDICAL ADVICE”
Register of allergens applicable to the countries of destination: 

	Allergen
	USA
	EU
	Korea
	Brazil
	Australia/NZ

	Crustacean Shellfish
	x
	X
	X
	X
	X

	Egg
	X
	X
	X
	X
	X

	Fish
	X
	X
	
	X
	X

	Milk
	X
	X
	X
	X
	X

	Peanut
	X
	X
	X
	X
	X

	Soy
	X
	X
	x
	X
	X

	Tree Nuts
	X
	X
	x
	X
	X

	Wheat
	X
	X
	x
	
	

	Cereal grains w/ gluten
	
	X
	
	x
	x

	Celery
	
	X
	
	
	

	Lupin
	
	X
	
	
	

	Molluscan Shellfish
	
	X
	>10 mg/kg
	
	

	Mustard
	
	X
	
	
	

	Sesame
	X
	X
	
	
	

	Sulfites
	>10 mg/kg
	>10 mg/kg
	
	>10 mg/kg
	>10 mg/kg

	Mango
	
	
	x
	
	


Section 2. Risk Assessment
	Risk
	Assessment
	Mitigation Actions Required

	Does any product/ingredient received or stored at the site contain allergens? 

If yes, describe provisions required to clearly identify, segregate and avoid cross-contact with other products/ingredients. 
	No
	N/A

	Are AFS products manufactured, reworked, repackaged (primary packaging) at site? Is there food exposure? 

If yes, which measures are in place to prevent cross-contact with other products? 
	No
	N/A

	Does any AFS product require allergen labeling? 

If yes, describe required provision for clear identification and labeling in accordance with regulatory requirements of those products. 
	No
	N/A

	Does AFS supplier receive, hold, or manufacture other ingredients/products containing allergens listed on Tables 1 and 2?

If yes, describe how the supplier identify, segregate and avoid cross-contact with other products/ingredients.
	
	

	Vidya Herbs
	No
	N/A

	Cymbio
	No
	N/A

	Process
	No
	N/A

	Liaoning Qiapai
	No
	N/A

	Caif
	No
	N/A

	Does AFS supplier have allergen controls in place including employee training on allergen awareness? 
	
	

	Vidya Herbs
	Yes
	N/A

	Cymbio
	Yes
	N/A

	Process
	Yes
	N/A

	Liaoning Qiapai
	Yes
	N/A

	Caif
	Yes
	N/A

	If a co-packer is used to rework or repackage AFS products, shall the co-packer have allergen controls in place
	Yes
	N/A


	Based on the above information, what is the risk associated with allergen contamination to AFS products?
	Extremely low. 


Section 3. Mitigating introduction of unintended allergens
The following methods are used to mitigate the introduction of unintended allergens through supplier, contract manufacturer, employee, and visitor activities. 
	Source of allergen introduction
	Mitigation actions

	Supplier
	Supplier must have allergen controls in place, follow cGMPs, provide AFS with allergen declaration. Refer to POL-03-005 Supplier Verification Program, SOP-03-003 Supplier Approval. 
Supplier’s ingredient/product will be tested for allergens as defined on SOPs Sampling Plans. 

	Contract manufacturer
	Contract manufacturer (co-packer) must be GFSI certified (and have allergen controls in place), have HACCP/Preventive Controls Plan in place, follow cGMP, and provide AFS with allergen statement/ declaration. Refer to SOP-03-005 Service Provider Approval. 

	Employee
	Employee training on allergen awareness. Refer to SOP-05-002 Employee training. Sign on the entrance of the warehouse stating “no eating or drinking permitted”, and “wash hands after lunch”. 

	Visitor 
	Visitors will read the “Allergen awareness Communication” on the Visitor Log, and sign to enter the warehouse. Sign on the entrance of the warehouse stating “no eating or drinking permitted”.


Section 4. Verification
This Allergen Management Plan has been reviewed and verified by

………………………………….………………………………….…….                       ………………………..
Blake Dixon, Quality Manager, SQF Practitioner                                   Date                
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