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	Scope
	This SOP outlines how COMPANY NAME handles Recalls and other incidents (as well as mock recalls.)

	Purpose

	This SOP is written to conform to 9 CFR Parts 304.1 to 304.3, 381.1 to 381.7, and 381.22, 418, and 590.140 to 590.155 as well as fsis directive 8080.1, Rev. 4. All raw materials and products will be lot-coded with a recall system in place so that rapid and complete traces and recalls can be done when product retrieval is necessary. This form also conforms with GFSI Standards. 


	Requirements

	This form is self-supporting. Further documentation needs are delineated within the SOP.


	Responsibilities


	The recall team is responsible for understanding and implementing this document. Workers are responsible for assisting in recalls and mock recalls, as well as contributing to the After Action Report as needed. 


	Storage





	The documentation generated by and for this SOP will be stored ON SITE for a minimum of 6 months. Following the primary 6 month storage, the files are to be available either ON SITE or within a 48 hour window from an OFFSITE storage facility for a minimum of three years. 

	Verification and Validation


	The Project Manager (PM) will watch trained employees implement the SOP en mode in the order the steps are listed. We will know that this step improves Safety by a review of applicable logs. 

	Corrective Action Program
	The PM will assess the procedures and implement a CAR as needed for failure to comply. 

	Documents Generated:
	



	Procedure:
All raw materials and products are lot-coded and a recall system in place so that rapid and complete traces and recalls can be done when a product retrieval or withdrawal is necessary.
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	Recall Procedures:

This procedure has two parts; the first outlines how to do a real recall, the second outlines mock recall procedures. For each, prepare a receiving document and file to accept the following information. 

Section 1 ====== IN THE EVENT OF A RECALL:

· An evaluation of health hazards will occur asking the following questions:

1) What information is available to determine the health hazard?
2) Have any diseases or injuries already occurred from the use of the product?
3) What is the hazard to various segments of the population? 
a) Children?
b) The Elderly?
c) Immuno-compromised individuals?
4) Who is at greatest risk?
5) What is the assessment of the relative degree of seriousness of the health hazard to which the population at risk would be exposed?
6) Is the hazard identified in the Hazard Analysis and deemed likely to occur?
7) What are the short-term consequences of the recall?
8) What are the medium-term consequences of the recall?
9) What are the long-term consequences of the recall?

· The scope of the recall will be determined and the following information will be recorded and dated in a Recall Document. 

1) Brand names
2) Product names
3) Packaging (Type and Size)
4) Package Codes (Use by / Sell by / other tracing / lotting information) 
5) Packaging dates
6) Photos of label or package
7) Case Codes
8) Count / Case
9) Production Dates
10) Distribution Areas
11) School lunch (Yes / No)
12) Department of Defense (Yes / No)
13) Internet or Catalog sales (Yes / No)
14) Amount produced (in pounds)
15) Amount held at establishment (on-site / off-site)
16) Amount Distributed (pounds / cases)
17) Distribution level (Depth of Recall, if known)
18) How much product is within the firm’s control?
19) How much product has left the firm’s control?
20) How many locations did the firm ship the product to, and where are those locations?
21) Can the firm account for most of the product? Does the math add up? (The firm produced this amount, shipped this amount, has this amount returned, destroyed or determined to be consumed or irretrievable.) 

· The depth of the recall will be determined. The following levels of distribution are recognized:

1) Wholesale level. The product has been distributed to a warehouse or distribution center where it is not under the direct control of the producing company. This is the distribution level between the manufacturer and the retailer. This level may not be encountered in every recall situation. (i.e., the recalling firm may sell directly to the retail or consumer level). This is / is not a likely level of recall for COMPANY NAME. 
2) Retail Level. The product has been received by retailers for sale to household consumers but has not yet been sold to consumers. This is / is not a likely level of recall for COMPANY NAME. 
3) HRI Level. Hotels, Restaurants, and other Institutional customers have received the product. This is / is not a likely level of recall for COMPANY NAME.
4) Consumer Level.  The product has reached consumers. This is / is not a likely level of recall for COMPANY NAME.

· Recall Communications Guidelines
COMPANY NAME will promptly notify each of its affected consignees about the recall. A letter will be drafted by the recall committee with the following information:

1) That the product in question is subject to a recall;
2) That further distribution or use of any remaining product should cease immediately;
3) Where applicable and required as part of the recall strategy, the direct consignee should in turn notify its consignees that received the product about the recall; 
4) Instructions regarding what to do with the product; and,
5) Contact Information for questions (e.g. a name and toll-free number). 

· Consignees will be notified by telephone of a recall. Phone calls will be followed up with faxes. Recall communications will identify clearly the product and any other pertinent descriptive information to enable accurate and immediate definition of the product including, as appropriate:

1) Product / brand name
2) Product code
3) Package / Case size
4) Package / Case date code
5) Lot number / expiry date
6) UPC Code
7) Provide an explanation of the risk involved in consuming the product.
8) Explain concisely the reason for the recall and the hazard involved. 
9) Provide specific instructions on what should be done with respect to the recalled products.
10) Request an official, written response from the firm. 
11) Provide a ready means for the recipient of the communication to report to the recalling firm whether it has any of the product. 
12) Provide a timeframe in which the consignees will acknowledge the recall and respond to the recall team. 
13) Provide firm contact information (for questions or concerns). 

· Consignees that receive a recall communication should immediately carry out all instructions forth therein and, where necessary, extend the recall to their consignees. 
· Public notification of a recall will occur in conjunction with the consignees. 
· COMPANY NAME will segregate recalled product and clearly label it. No product will be destroyed before checking with appropriate authorities. 
· COMPANY NAME has a lotting system in place. Records will be maintained for a period of time that exceeds the shelf life and expected use of the product and at least the length of time specified in regulations and / or industry standards concerning record retention. Records will have the following information:

1) Production lotting records
2) Incoming product records
3) Bill of sale
4) Receiving and shipping papers
5) Name and description of contents
6) Net weight (in pounds)
7) Name and address of COMPANY NAME 
8) Guarantees provided by suppliers (from Approved Supplier Program)
9) Nutrition labeling
10) Other labeling
11) Distribution records
12) Bills of Sale
13) Invoices
14) Shipping Papers
15) Names and addresses of consignees as well as the type of consignee (retailer, restaurant, institution)
16) Shipment method
17) Date of Shipment 

Section 2 ====== RECALL SIMULATIONS

· AT A MINIMUM, COMPANY NAME WILL RUN SEMI-ANNUAL (Twice a year) MOCK RECALLS. 
· A recall simulation file should be maintained to record the details and results of all simulated recalls.
· The Recall Simulation file should include:
1) Name
2) Address
3) Telephone number of clients
4) Production Records
5) The inventory distribution of the test lot 

· COMPANY NAME will create an After Action Report after mock recalls and recalls using the following questions as a guide:

1) How much product was implicated in the recall?
2) How was this product identified to a customer / retailer (i.e. lot markings?)
3) How much product was within the firm’s control?
4) How much product had left the firm’s control?
5) How many locations did the firm ship the product to, and where were those locations?
6) How did the firm communicate the product removal action to those who received the product, did the firm document this contact, and did the firm ask for and receive a written response acknowledging receipt of the information?
7) What actions were taken with the product and by whom?
8) If product was destroyed, was destruction witnessed and documented; were Agency personnel present?
9) Is there a written record of when the issue was identified, when customers were notified and when the firm received notification that product was either placed on hold or was no longer in a customer’s control?
10) Can the firm account for most of the product? Does the math add up? (The firm produced this amount, shipped this amount, had this amount returned, destroyed or determined to be consumed or irretrievable.) 
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