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	(Name of Company) recall team coordinates and manages recalls and has prepared a withdrawal and recall procedure describing the methods, responsibilities and procedures they implement in the event of a recall. The recall team consists of the:
· Recall Coordinator
· Operations Manager
· Quality Assurance
· Legal Counsel
· Communication Coordinator
· Regulatory Communications (FDA and State)
· Other functions as needed (sales, logistics, accounting, GFSI)
				
			
	A product recall applies when a product is found to be unsafe or otherwise in breach of regulatory requirements and is withdrawn from public use and the consumer market is advised not to use or consume that product. Recalls may be mandatory (i.e., initiated by a regulator), retailer driven or voluntary 
	A product withdrawal applies when a dispatched product is found not to meet safety or quality requirements, is deemed not suitable for sale and is withdrawn from the distribution chain before it has reached the consumer.
	Some reasons for a recall or withdrawal are as listed:
	
A. Microbiological
Presence of:
1. Salmonella
2. Listeria monocytogenes
3. E.  Coli
4. Other bacteria, toxins, viruses

B. Chemical
Presence of:
1. Banned substances, i.e., antibiotics
2. Undeclared Allergens and or ingredients
3. Cleaning Chemicals, sanitizing chemicals



C. Physical
a. Presence of foreign material, i.e., glass, hard objects, packaging film fragments
D. Quality
1. Presence of foreign material, i.e. dirt, infestation, insect parts
2. Incorrect labeling which could lead to customer illness
3. High temperature, i.e., loss/lack of refrigeration
4. Incorrect labeling which does not pose a food safety risk.
5. Spoilage (visual, organoleptic, odor, color change)
6. Visual evidence of microbiological growth, chemical reaction or physical damage resulting in compromised package integrity (gassing, huffing broken seals)
In the event of a potential withdrawal or recall the following steps should be followed.
1. Investigation
An initial investigation needs to be performed to determine the severity of the incident including what type of contamination or quality issues are involved and how much product is affected.
An investigation also needs to be performed to determine the root cause. Appropriate corrective action needs to be implemented.
2. Evaluation
The food safety/quality risk needs to be evaluated to determine the recall class. Utilize the FDA’s definition of recall classes.

· Class I recall:  a situation in which there is a reasonable probability that the use of or exposure to a violative product will cause serious adverse health consequences or death.

· Class II recall: a situation in which use of or exposure to a violative product may cause temporary or medically reversible adverse health consequences or where the probability of serious adverse health consequences is remote.

· Class III recall: a situation in which use of or exposure to a violative product is not likely to cause adverse health consequences.

· Market withdrawal: occurs when a product has a minor violation that would not subject to FDA legal action. The firm removes the product from the market or corrects the violation. For example, a product removed from the market due to tampering, without evidence of manufacturing or distribution problems would be a market withdrawal.



Communication: The recall team is responsible for obtaining all the relevant information needed in the recall process and for communicating with external organizations and internal personnel. The recall team needs to conduct frequent meetings during a recall to ensure no information is shared with external organizations (including the media) without all team members being aware of it. Clear communications must also be maintained internally in managing non-conforming product and product disposal. At no time during a recall shall any external agent, including regulatory agents, be allowed to tour the plant unattended.
Recall Contact Information   The list of customers, regulators and other essential contacts that need to be notified in the event of a withdrawal (*) or recall needs to be up-to-date.
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Mock Recalls
The recall reviews and tests the withdrawal and recall procedure (mock recall) twice a year on finished product and once a year on raw materials and primary packaging materials.
Records of any/all recalls and withdrawals must be maintained, along with the results of testing of the withdrawal and recall procedure.  Records for testing must include all supporting documentation used to identify product included within the recall/withdrawal.
Non-conformances identified during the exercise must be investigated by the team and required corrective action completed, with a follow up test completed to ensure that corrective actions are effective. 
Traceability
The traceability system allows a test to be completed in a reasonable amount of time (maximum 4 hours).  It also allows the team to trace 100% + 2% of all finished product.
Food Traceability Final Rule
The FDA final rule on Requirements for Additional Traceability Records for Certain Foods (Food Traceability Final Rule) establishes recordkeeping requirements, beyond those in existing regulations, for persons who manufacture, Process, Pack, or hold foods on the Food Traceability List (FTL). This rule requires one to maintain and provide to their supply chain partners specific information called Key Data Elements or KDE’s for certain Critical Tracking Events or CTE’s in the food supply chain. This framework forms the foundation for effective and efficient tracing of food.
The Food Traceability List (FTL) identifies the following cheeses considered as high risk and must comply with the rule. 
· Cheese (made from pasteurized milk), fresh soft or soft unripened.
· Cheese (made from pasteurized milk), soft ripened or semi soft.
· Cheese (made from unpasteurized milk), other than hard cheese.
Upon request by FDA, firms must provide an electronic sortable spreadsheet containing the information you are required to maintain:
· When necessary to help prevent or mitigate a foodborne illness outbreak
· Assist in the implementation of a recall
· Or otherwise address a threat to public health
You may have another entity establish and maintain records required under the rule on your behalf, but you are responsible for ensuring that such records can be retrieved and provided onsite within 24 hours of request for official review.
(Rule will become effective 60 days after published in the Federal Register [January 20, 2023]. The compliance date is 3 years after the effective date of the final rule [January 20, 2026]) 
For further detail refer to link below:
FSMA Final Rule on Requirements for Additional Traceability Records for Certain Foods | FDA
Reportable Food Registry
	All food safety related incidents involving withdrawal or recall need to be reported to the FDA via the Reportable Food Register (RFR). This is an electronic portal for the industry to report when there is reasonable probability that an article of food will cause serious health consequences.
Reportable Food Registry for Industry | FDA
https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.fda.gov/media/163132/download
https://collaboration.fda.gov/tefcv13/
Updated to include Food Traceability rule
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