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Johnstown, New York

Product Withdrawal and Recall 

Purpose:

To define the product removal program and the responsibilities of all employees involved. 

1. Recall
According to the FDA, a recall is a voluntary removal or correction of a distributed product that presents a risk of injury or gross deception, or is otherwise defective and against which FDA would initiate action. A recall may be initiated by the Company or at the request of the FDA. 

While a recall is said to be voluntary, it must be realized that it is an alternative to an FDA initiated court action to compel correction or to affect a seizure of product. 

FDA has created and defined three classes of recalls. 

1. Classification of Recalls

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

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

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

2. Withdrawals

A company initiated removal or correction of product when the reason for removal or correction is not obvious or clearly understood but where it is apparent, e.g. because of complaints or adverse reactions regarding the product, that the product is deficient in some respect. 

FDA has established two classes of withdrawals.

1. Classification of Withdrawals

1. Market Withdrawal:  A company’s removal or correction of a distributed product which involves a minor violation that would not be subject to legal action by the FDA or which involves no violation, e.g., normal stock rotation practices, routine equipment adjustments and repairs, etc. 

2. Stock Recovery: A firm’s removal or correction of a product that has not been marketed or that has not left the direct control of the company, i.e., the product is located on the premises owned by or under the control, of the firm and no portion of the lot has been released for sale or use. 

3. Correction: Repair, modification, adjustment, re-labeling, destruction or inspection of a product without its physical removal to some other location.

Effectiveness checks are used to verify that the consignee has received the recall notification and taken appropriate action. FDA has defined five levels of effectiveness checks as follows: 

Level A: 100 percent of the consignees to be contacted. 

Level B: Some percentage between 10 and 99 percent of the consignees contacted. 

Level C: 10 percent of the total number.

Level D: 2 percent of the total number.

Level E: no effectiveness checks. 

Individual and Departmental Responsibilities:

All Employees

1. Any employee receiving a report of a potential product problem is responsible for forwarding the information to the Recall Coordinator.
1. During a recall, all inquiries shall be referred to the corporate “Official Spokesperson”.

Corporate Attorney

1. Assists in the classification or recalls. 
1. Reviews the advice and directions to be given to operating units prior to announcement and transmission of a recall notification. 
1. When necessary, aids in follow-up on a recall with internal operating units and suppliers. 
1. Prepares, with the assistance of the Recall Coordinator, final report of recall for the Recall Coordinator to provide to the FDA. 

Corporate “Official Spokesperson”

During a recall, provides all communications with the “outside world”.



Manager

1. Coordinates and delegates responsibilities for product removal activities at the plant/warehouse level, i.e., activities of the Operations Manager, Logistics Manager and the Divisional Sales Manager. 
1. Prepares and reports back to the Recall Coordinator the results of the effectiveness checks in the plant. 

Recall Coordinator

1. Evaluates, on a daily basis, the factors which may lead to a product removal, i.e., plant conditions, customer communications, regulatory actions, etc. 
1. Receives initial reports of all potential product problems. 
1. Relays information on product quality to the manufacturing plant and/or supplier.
1. Determines whether or not a recall is required. 
1. With the aid of legal counsel, determines the class or recall, if a recall is required. 
1. Notifies the company’s corporate spokesperson of recall strategy. 
1. Faxes confirmation of recall action to corporate customer involved. 
1. Obtains and verifies results of recall actions taken by the corporate customer ( i.e., effectiveness checks) 
1. Directs and assists Corporate Attorney to provide final report of recall to the FDA. 
1. Requests written report from the manufacturing plant or supplier identifying the cause(s) of the product problem and the steps which have been or will be taken to prevent recurrence.
1. Maintains official recall files. 
1. Contacts SQFI and the certification body in writing within 24 hours upon identification of a food safety event that requires public notification. 

Administrative Comment:
	
For Administrative Position Concerning Recall
	
FDA considers a recall generally more appropriate than seizure. However, FDA reserves the right to seizure or other court action if a firm refuses to undertake a recall requested by the FDA, or where the agency has reason to believe that recall would not be effective, determines that a recall is ineffective, or discovers that a violation is continuing. 
FDA Involvement in Firm-Initiated Recalls

FDA “requests” that the agency be informed of a firm’s intention to recall and that they be an involved party to a recall. 

Options Prior to Recall Decision

The following are options in recommending action prior to a recall decision: 
1. FDA to be notified of findings and that the company will initiate immediate recall of product. 
1. FDA to be notified of findings, but the company’s recommendations to the FDA is that further investigation is warranted before a recall decision is made. Distribution and communication is on stand-by status in the event FDA requests recall. 

1. Company conducts further investigation before notifying FDA; product on an internal hold. 
1. Company decision to have a market withdrawal, in which case FDA does not need to be notified. In cases where the reason for withdrawal is not clearly understood then the FDA will assist in determining status. 

Communication – Internal

Verbal notifications followed up with written communication.

Communication – External

As stated earlier in the section on Responsibilities, all external communications during a recall are to be handled by the Company’s “Official Spokesperson”. However, news of withdrawals may leak out of the Company and stimulate inquiries. 

1. If news media does receive information about the Company’s actions and reports it, then we must be prepared with all pertinent information that can be summarized in a fact sheet. 
1. Keep a detailed record of all external communications, including (but not limited to): contact’s name and affiliation (i.e., concerned citizen, news media, government official, etc.), inquiries received and responses given. 
1. Be prepared to respond to any erroneous statements. 

How to Test the Recall System

Purpose:
1. To accurately reconcile production records with inventory and shipments of a specific code. 
1. To accurately locate and remove from market all production of a specific code with designated time frame. 

Procedure:
1. Select a specific raw material for tracking through the processing and packaging phases of the operation. Utilize appropriate reconciliation reports to record information. Should be able to have information one step forward and one step back. 

1. Notify appropriate corporate customers, providing them with specific information regarding the product. Utilize the appropriate reconciliation reports to record information. 

1. Corporate customers should be able to identify the location of all product and provide specific information on quantity.

1. Evaluate results. Compare the amount shipped out to the amount we could recover, the amount of time it takes to complete a recall successfully and the flow of the process, how well everyone communicates to each other.  

1. Recall will be tested at a minimum annually. 

Risk Assessment:

Problem Identification

As stated earlier, the Recall Coordinator is responsible for receiving reports of all potential product problems and determining if a product removal is required. 

Reports may originate from:	the plant
				Supplier
				Sales force
				Customer (consumer)
				Government agencies
				Doctors
				News media

Preliminary Evaluation

The Recall Coordinator shall take action on each reported alleged product problem and decide on one of the following findings:

1. No action required. 
1. Refer to the Customer Service Department to handle as routine customer communication. 
1. Refer to manufacturing plant or supplier for more information. 
1. Refer back to manufacturing plant or supplier for their follow-up and corrective action. No corporate action required. 
1. Commence product removal process. 

Product Removal Strategy

After the decision has been made to remove a product, it is necessary to decide on the type of removal, i.e.:

1. It will be a recall only if FDA would regard the product as involving a violation that is subject to legal action, e.g. seizure.

1. In all other cases, the removal will be a withdrawal. 

Determining Recall Classification

1. Health hazard
An evaluation of a potential health hazard presented by a product being recalled or considered for recall should include the following:

1. Whether any disease or injuries have already occurred from the use of the product. 
1. Whether any hazard may occur or be caused to occur from the use of the product. 
1. Assessment of hazard to various segments of the population, i.e., infants, pregnant women, elderly, etc. 
1. Assessment of the degree of the health hazard.
1. Assessment of the consequences of occurrence of the hazard.

1. Recall Classification

Based on the findings of the Health Hazard Evaluation, a Recall Classification can be assigned (Class I, Class II, or Class III) to indicate the relative degree of health hazard of the product being recalled. 

Recall Strategy:

General
The recall strategy takes into account the following factors based on the individual circumstances of the particular recall:

1. Results of the Recall Classification during the Risk Assessment. 
1. Ease in identifying the product. 
1. Degree to which the product’s deficiency is obvious to the consumer.
1. Degree to which the unused product remains in the market place. 

Elements of a Recall Strategy

1. Depth of recall will be based on the degree of hazard and the extent of distribution. 
1. Public warning is necessary when the product being recalled presents a serious health hazard.
1. Recall implementation can be achieved by any appropriate means consistent with the degree of hazard, i.e., telephone, Fax, letter, news media. 
1. Effectiveness of checks performed to verify that all consignees at the recall depth specified in the strategy have received notification about the recall and have taken appropriate action. 
1. Termination of the recall to be made in writing to FDA. Written notification that a recall is terminated will be issued by FDA. 










RECALL TEAM

	Responsibility
	Name
	Work Phone
	Home Phone

	RECALL COORDINATOR
	Nancy Nellis
Murat Avci
	518-762-3488
518-762-3488
	518-774-6273
518-775-0409

	MANUFACTURING
	Murat Avci
	518-762-3488
	518-775-0409

	SUPPLY CHAIN  
	Nikki Famiano
	518-762-3488
	518-461-9914

	LOGISTICS
	Amy Ball
	518-762-3488
	

	ACCOUNTING/FINANCE
Alternate
	Nikki Famiano
Laura Ward
	518-762-3488
518-762-3488
	518-461-9914


	LEGAL COUNSEL
Alternate (Thomas Collura)
	Mario Papa
Hodgson & Russ
	518-375-3300

518-433-2443
	518-736-2900

518-375-3894

	INSURANCE
Alternate (1)
Alternate (2)
Alternate (3)
	Marsh
Timothy Tumulty


	315-424-3904

315-425-3904


	315-424-3904

315-559-3299

	PUBLIC RELATIONS
	Lisa Mackey
	518-762-3488
	518-848-1469

	TECHINICAL (R&D and Q.A.)
Alternate (1)
Alternate (2)
	Murat Avci

Patricia Hinkle
	518-762-3488

518-762-3488
	518-775-0409

518-448-8550

	SALES
Alternate
	Ismail Batmaz
Lisa Mackey
	518-762-3488
518-762-3488
	518-848-2770
518-848-1469

	MARKETING
Alternate (1)
Alternate (2)
	Lisa Mackey
Ismail Batmaz
	518-762-3488
518-762-3488

	518-848-1469
518-848-2770

	CONSUMER AFFAIRS
Alternate 
	Ismail Batmaz

	518-762-3488

	518-848-2770

	OFFICIAL SPOKESPERSON
	Lisa Mackey
	518-762-3488
	518-848-1469





Product Removal/Risk Assessment Worksheet

Problem Identification

Date: ___________________________	Invoice#: ___________________

Source: ________________________________________________________________

Product: _________________________	Lot (Code)#:_________________________

Reason:_____________________________________________________________________________

Preliminary Evaluation

Number of Complaints for this Product (Code) to Date: ________________________
	Customer/Complaintent Name
	Taken by:

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	



Refer to Plant/Supplier for Investigation: _____________Date: ___________________

Person Referred to:______________________________________________________

Comments:__________________________________________________________________________

___________________________________________________________________________________

Attach plant or supplier reports and other supporting information

Preliminary Evaluation Decision

No Action: _______________Refer to Customer Service Dept.: ___________________

Refer to Plant/Supplier for follow up: ________________	Date Closed: _____________

Action Decision: Product Removal: _____________________Date: _________________

Implementation: Place Product on “HOLD”: ______________________________
			
		Determine Inventory Status: ______________________________

		Commence Tracing Code (Lot)#: _____________________________

		Contact Corporate Legal Counsel: _____________________________


Product Removal Strategy

Removal will be: Class: _____ Recall	Or 	Withdrawal

Instruct “Official Spokesperson” to contact the FDA: _______________________










Recall Strategy

An action plan must be developed for each of the following (attach additional documentation):

Depth of Recall


Public Warning (if yes, attach a copy to the file)


Recall Implementation


Effectiveness of Checks


Termination of Recall


























Product Removal Instructions

Depending on the seriousness of the reason for removing product, one of the following announcements will be used to formalize the removal instructions. 

There are four levels of instructions, as follows:

1. Class I Recall – the most serious and involves the FDA
1. Class II Recall – Involves the FDA
1. Class III Recall – Involves the FDA
1. Withdrawal – least serious and does not involve the FDA. 

NYS Department of Ag & Mkts. Should be notified of any level of recall. 
SQFI and certification body must be notified in writing within 24 hours of identification of a food safety event that required public notification. SQFI shall be notified at foodsafetycrisis@sqfi.com. 

Guidelines for Preparing Removal Instructions

1. Properly identify the product to be removed, i.e., brand, package size, code date, product name (flavor).

1. Specify the basic criteria that must be met, i.e., depth of recall, isolation and security requirements. 

1. Define timetable for recall/withdrawal completion.

1. Specify if FDA is or is not involved. 














RECALL NOTIFICATION


To:________________________________________________________________
	(Corporate customer and person contacted)

From: ______________________________________________________________
	(Recall Coordinator)



URGENT
Product Recall

Class ____Recall or Withdrawal

Product: ________________________________________________________________________

Size: _____________________________		Lot Code)#:__________________________


To confirm our conversation, the above product is being recalled.

Immediate confirmation of this notice is requested. 


Please provide a status report by: ___________________________________________________



* REQUIRES IMMEDIATE ACTION *







DOCUMENT INVENTORY

	Document
	Date Completed
	Completed by

	Problem Identification
	
	

	Preliminary Evaluation
	
	

	Preliminary Evaluation Decision
	
	

	Product Removal Strategy
	
	

	Recall Strategy
	
	

	FDA Contact Letter
	
	

	SQFI Contact Letter
	
	

	Recall Notifications
	
	

	Recall Disposition Form
	
	

	FDA Recall End Letter
	
	



Reviewed by: _______________________		Date: _____________________




























FDA Notification Letter:

This outline is intended to assist the Recall Coordinator and the Corporate Attorney in drafting a recall notification letter to the FDA. 

1. Product Involved:
Provide product name, code date, plant number, labeling, packaging information. 
1. Reason for Recall:
Describe precisely the reason(s) for the product removal or correction, date, and circumstances under which the product deficiency or possible deficiency was discovered. 
1. Evaluation of Risk:
Provide an evaluation of the risk associated with the deficiency or possible deficiency and a statement as to injuries or deaths. 
1. Total Amount of Product Produced:
State total amount of product produced and/or time span of production; list all production code dates. 
1. Total Amount of Distribution Channels:
Provide best estimate of the amount of suspect product in the distribution channels. 
1. Distribution Information:
State number of direct accounts and areas of distribution. 
1. Recall Communications:
Furnish a copy of the proposed recall communication to be used as a public announcement. 
1. Recall Strategy:
Provide full statement of proposed recall strategy. 
1. Company Contacts During a Recall:
Provide the name, title and phone number of the Recall Coordinator and the Official Spokesperson. 




















Recall Disposition Form


	Date of Recall: 
	

	Time of Recall:
	

	Main Product Recalled: 
	

	Product Details:
	

	 
	

	Euphrates Lot Number(s) Affected:
	

	
	

	 
	 

	Customer Name
	 

	Invoice / Order #
	 

	Person Contacted
	 

	Time Contacted
	 

	Total Remaining Inventory
	 

	Product Scheduled for pick-up
	 

	Trucking Company 
	  

	Date / Time of Pickup
	

	Date / Time of Return
	  

	 
	 

	Notes:







	

	Authorized Euphrates Personnel Signature / Date

	 
	 

	 
	 

	Name /Title
	Date

































Mock Recall Summary


	Date of Recall: 
	

	Time of Recall:
	

	Product Recalled: 
	

	Product Details:
	

	 
	

	Euphrates Lot Number(s) Affected:
	

	
	

	 
	 

	Amount product produced:
	 

	Amount shipped:
	 

	Amount recovered:
	

	Effectiveness of recall:
	

	Stop Time:
	 

	 
	 

	Notes: The amount of product produced is fresh cheese. As the cheese ages it loses its yield. We generally expect a 30% yield, but it can vary. 
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