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	Standard Operating Procedures
2.6.2.1-2 Product Trace, Withdrawal And Recall




OBJECTIVE: 
This procedure defines the steps Alef Sausage will undertake when responding to situations where food adulteration is known or expected. A food recall is a corrective action to remove unsafe food from distribution, sale, or consumption. This is achieved by tracing goods “one step forward” (to the customer) and “one step back” (to the supplier). An effective recall relies on quick and accurate communication.    
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PURPOSE:

To prevent the consumption of food products that is unsafe or contaminated:

· To retrieve from distribution and sale any food product that does not meet the required standard or is unsafe

· To notify industry, consumers, certifying bodies, and relevant regulatory authorities of the recall when a product is found to be contaminated or otherwise unsafe for human consumption

· To provide timely and accurate information during the recall phase

· To test the Trace and Recall Plan by conducting mock recalls of packaging, ingredients, and finished product at least annually. Key personnel such as Operations, Procurement, and Quality Assurance functions are involved in executing mock recalls 


SCOPE

This procedure applies to products manufactured by  Alef Sausage Inc, located at:

1026 Campus Dr. Mundelein IL 60060

 

PROCEDURE 

Suppose a hazard is noted in the finished product. In that case, Alef sausage shall work within its crisis response policies and procedures to recover the affected product and address the risk involved. 

Product Withdrawal Team
The product withdrawal team will determine the product recall level.

• Class I - A Class I recall involves a health hazard situation in which there is a reasonable probability that eating the food will cause health problems or death.

 • Class II - A Class II recall involves a potential health hazard situation in which there is a remote probability of adverse health consequences from eating the food.

 • Class III - A Class III recall involves a situation in which eating the food will not cause adverse health consequences
The withdrawal team will:

1. Verify and define the problem (Customer Complaint Procedure)

2. Identify P.O., processing dates, receiving dates, quantities, and customers.

3. Issue an emergency hold Non-Conforming Materials and Product)
4. Verify product is legally contaminated or adulterated. 

5. Assess the risk to the public and take appropriate action. 

6. Issue a market withdrawal or a product recall. 
	Role/ Title
	Responsibilities
	Documentation

	CEO 
	· Responsible for initiating and overseeing the recall.

· Manage activities related to recall. Notifies FSIS, SQF, and CB and may communicate with media

· Makes media announcements & communicates with the press / general public and customers. 

· Communicate with regulatory bodies for critical decisions/meetings.

· Reviews and sign the summary of product tracking exercise 
	· written communications (emails, memos, letters, etc.) with a regulatory agency, customers, media, etc.

·  SUMMARY OF PRODUCT TRACKING EXERCISE

	General  Manager
	· Stop allin-transit shipments of questionable material and arrange for the product to be inventoried at collection points.

· Prepare inventory and distribution status of the product showing where, when, to whom, and quantity shipped. Verify all recovered inventory.

· Oversees recovery efforts and re-establish 'in control' processes such as procuring material supply scheduling of production.

· Communicate to the employees.

· Leads/oversees efforts on the plant floor to obtain all the information. 

· Implements immediate response, including product holds, cleanup, repair, and security practices.

· 
	· written communications (emails, orders, etc.) with vendors, etc.

· Training records

· Changes to ingredients and packaging specifications

· Hold & release. & CAPA records

	Quality/Food Safety Manager


	· reviewed all the product's quality and food safety records from receiving the raw ingredients to shipping the final products.

· Collects all documentation and corrective actions, hold for lots/ingredients affected

· Communicate in detail with regulatory bodies.

· Determinates and communicates next steps/follow-ups with the quality management team and suppliers/vendors.

· Coordinates any testing/validation as needed with external laboratories and scientific experts.

· Fills out the summary of the product tracking exercise form.

·  Documents meeting minutes of the crisis response team
	· written communications (emails, memos, letters, etc.) with the regulatory agency.

· Training records.

· All Incoming material records

· Testing records

· Product withdrawal team meeting minutes

· Hold & release records & CAPA records

· Testing CoAs

· 12.4J SUMMARY OF PRODUCT TRACKING EXERCISE

	President 
	Oversees the recall and review of all the documentation collected by the Director of Operations (or) Plant Manager and the Quality/Food Safety Manager. 

· Delivers training as needed to employees.

· Verifies product holds and criteria for release

· Maintains an updated list of emergency contacts.

· Set up collection system to determine the cost of the recall
	· testing CoAs

· Hold and release records,

· Inspection (shipping & receiving records)

·  12.4J SUMMARY OF PRODUCT TRACKING EXERCISE


· Product withdrawal shall be instituted by the members of the Quality Management Team under the following circumstances. 

· The possibility that our products may cause severe injury and death to the consumer. This includes but is not restricted to circumstances such as:

· A product tests positive for a known pathogen such as Listeria monocytogenes, and the product in question was (mistakenly) shipped out to the customer.

· A supplier indicates that there may be contamination of an ingredient with a potentially harmful agent that was not tested for by Alef sausage Inc.

· Multiple consumer reports indicate a pattern of potential harm arising from the product.

· If there was a failure in the facility allergen control program.

· The quality of a product was compromised to damage Alef Sausage Inc.'s reputation/image seriously.
· A Halal product that is found adulterated or cross contaminated with a prohibited ingredients or non halal ingredients.

· The possibility that products may be adulterated or misbranded. This includes but is not restricted to circumstances such as:

· A product is mislabeled in terms of Claims, Ingredient statement, trademark, nutritional content, allergen statement, contact information, etc.

· A product label is rendered suddenly incorrect at the time of or immediately after shipping (sudden change of management/regulations etc.) to pose a risk to consumer safety or company reputation.

· A product is shipped past its shelf life as indicated and approved by the customer.

· The withdrawal shall be conducted and managed by the Product Withdrawal Team or crisis management team, which shall function per the roles and responsibilities outlined in the crisis management policy. A current list of contact information shall be maintained for all members.

· The Product withdrawal team shall be trained in conducting and testing a withdrawal at orientation and undergo an annual refresher.  If any individual in the product recall team cannot perform functions critical to product withdrawal, the responsibility defaults to the person above them in the organization chart located in the SOP Company organization. 
· END OF RECALL:

· The recall terminates upon written notification from USDA/ FDA or the recall coordinator and shall be when the following conditions are met:

· All affected product is recovered from distribution and warehousing, isolated and controlled

· A full accounting of the quantities involved is completed, and the quantities match.

· Any discrepancies are investigated and satisfactorily explained.

A. ISSUE A FOOD RECALL
Suppose Alef Sausage decides to initiate a recall or withdraw a product from distribution because it believes the product violates applicable laws and regulations. In that case, the company should notify local, state, and federal agencies immediately.  The usual method of notification is a telephone call followed by written confirmation of details of the action.  All agency contracts should be recorded and kept with the master recall file.
In Class I or Class II health concern to the consumer, the Recall coordinator will report The certification body, and SQFI will be notified immediately within 24 hours.   

· FSIS requieres to inform ASAP your IIC Immediately 
· SQFI by email to foodsafetycrisis@sqfi.com (within 24 hours).

· Our Certification Body NSF Recalls <Recalls@nsf.org> (within 24 hours) 
· Halal Watch at 1-877-425-2599 with 24 hours
The Recall Team will take corrective action based on their responsibilities. The team will take the following actions:  

· Notify the company’s management and functional areas of the situation (premises  

should prepare an appropriate list for inclusion in their plan).

· Institute a log of events and actions taken,, to be maintained until all aspects of the recall  

are finalized.  Ensure that original purchase orders, reports, manifests, notices, and papers  

are retained if necessary.

· Establish a list of affected products (description, packer, manufacture date, batch or lot codes, shift, product line, dates, and pack sizes), including quantities produced.   

·   Discontinue distribution of the product.

· Locate the product (on-site, company cooler storage, transport companies, customers  

involved) and commence the recall, notifying customers, wholesalers, and retailers.

· Identify the suppliers of raw ingredients/materials or food products. Continue investigating the nature, extent, cause, and remedy of the problem,and gather supporting information.

· Consider the need to discontinue production of the product and issue necessary  

Instructions. If a Recall Notice is issued, notify the FSIS, NFS International, and SQFI within 24 hours. 

· Keep returned stock in a quarantine area and maintain a tally of that stock.

· Notify the media and the public of the situation as appropriate. 

· Notify company staff of the situation

· Determine the necessity for storage, isolation, or disposal of the affected stock and
ingredients.

· Where appropriate, notify the company’s insurance company and legal counsel.  

The Recall Coordinator will document product retrieval details on the recall Summary Report. A Corrective Action Preventive Action Report will be opened to document any issues and lessons learned from the recall incident. 
B. VERIFICATION  OF TRACEABILITY - 'MOCK WITHDRAWAL' 

I. Product Withdrawal Test

As a part of the verification & validation of the facility’s material traceability program, a comprehensive test of the recall program and the recall team's proficiency shall be conducted.

· The test shall involve a minimum of 2 members of the recall team and shall be conducted twice a year 

· The tests shall cover tracing a specific lot of ingredients or primary packaging through the process of finished goods and shipment to customers AND tracing lot numbers and records for all ingredients and packaging used in the production of a specific lot of finished product.

· Testing shall be done before or after working hours (7:00 AM-3:30 PM Mon-Fri). 

· Success in the test shall be defined as 

· Complete finished product & ingredient tracing to the first external customer each within 3 hours of initiating the test. 

· Trace 100-105% of the implicated product considering yield loss, waste, shrinkage, etc.

· If the team fails to complete tracking within the specified time or if it can trace less than 100% or more than 105% of the product, or if any team member fails to understand or perform their duties, corrective actions shall be taken the recall team shall document that. The procedure shall be tested again within 30 days of the initial failure. 

· A report of the test shall be compiled summarizing the highlights of the recall and filed with a copy of the tracking documents. This shall include information on the product and ingredients tracked (dates, volumes lots, etc.), the amount of affected product recovered, the time of recovery, and the customer contacts who would have been involved (should it have been an accurate recall) 

· This summary shall be reviewed and discussed by the QM team at their next meeting. The team shall address any issues identified during the review within 30 days.

C. Regulatory actions & Communication

Warning letter: 

If a warning letter, Notice of Intended Enforcement (NOIE), or any other letter from a Food Safety event is received from the FSIS; the facility must notify in writing to SQFI at foodsafetycrisis@sqfi.com and the CB Recalls@nsf.org  within 24 hours of receiving. 

Removal by the USDA of the business facility’s registration: 

If the USDA (FSIS) suspends the business food registration, the crisis manager will notify in writing and within 24 hours SQFI and the certification body. A corrective action plan will be shared with them and will outline steps to regain the business registration. 
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	0
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	10/26/2021
	2.5.2.1-1
	New format and numbering based on SQF requirement numbers. Added SQF Requirements into the SOP.
	Document requirement of SQF

	1/28/2022
	2.5.2.1-1
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	1/26/2023
	2.5.2.1-1
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	Annual Food Safety program review

	3/23/2023
	2.5.2.1-2
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