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This document is provided as a model for helping a food company develop a recall plan.  The company’s actual plan will contain more detailed information and will be specific to that enterprise.  This plan should help the processor get started on this required document.
 Quality Foods Recall Policy
General 

A commercial processor engaged in the processing of acidified foods is required by 21CFR108.25 to prepare and maintain a written recall plan. Guidelines for product recalls are contained in 21CFR7. 
This plan will provide a current procedure for implementation of Quality Foods Recall Policy, including: 

· Notifying FDA and other regulatory agencies of any recalls 
· A procedure for distributors to follow to recall products which may be injurious to health 

· A procedure for identifying, collecting, warehousing and controlling products and a method for determining the effectiveness of any recalls. 

Recall is a voluntary action taken by manufacturers and distributors to remove food which is in violation of laws administered by the FDA. FDA may request a recall, but cannot order one without a court order. Product recovery is only classified as a recall when the product is violative.  The guidelines categorize all recalls into one of three classes according to the level of hazard involved.

· Class I recalls are for dangerous or defective products that predictably could cause serious health problems or death. Examples of products that could fall into this category are a food found to contain botulinal toxin, food with undeclared allergens, a label mix-up on a life saving drug, or a defective artificial heart valve.

· Class II recalls are for products that might cause a temporary health problem, or pose only a slight threat of a serious nature.  One example is a drug that is under-strength but that is not used to treat life-threatening situations.

· Class III recalls are for products that are unlikely to cause any adverse health reaction, but that violate FDA labeling or manufacturing regulations.  Examples might be a container defect (plastic material delaminating or a lid that does not seal); off-taste, color, or leaks in a bottled drink, and lack of English labeling in a retail food.

For a fuller explanation of FDA’s Recall Policy please see Appendix A.
Product Identification
Each batch or production lot of the product will be properly coded as described in Appendix C. This code will allow the product lot to be identified as to date, batch product personnel production records, and ingredient records. 

Records
Records are key to the recall plan and must be maintained for one year (Appendix D). They include: 
· Records of the suppliers of all ingredients and food processing materials.  

· Records of examination of raw materials, packaging materials, and finished product along with any supplier guarantees or certifications 

· Processing and production records showing the lot numbers of ingredients of each batch or lot and the code numbers used to identify the lot in the warehouse or marketplace.
· Records of initial distribution of the finished product adequate to facilitate separation of food lots which may have become contaminated or otherwise unfit for use.
Notification

Persons to be notified in the event of a recall include FDA, key company personnel, and distributors. Attached is a list of names and phone numbers (Appendix E). 

In the event of a recall, the media may also need to be notified. Only one employee should be assigned the duty of spokesperson. Others should refer questions to him. The notification shall include the product, container size, and code of affected lots. The extent of the hazard and the level of the recall will be as determined by FDA. On the basis of this determination, FDA will approve the recall strategy. The notification will include instructions for consumers and distributors for product recovery and information feedback (Appendix F). The contact person should be listed on the notification form. 

Product Recovery

Plans for recovery include procedures for segregation of affected lots, storage, warehousing, and control. Procedures in place shall allow determination of the effectiveness of the recall (Appendix G). 

The recall is concluded when FDA determines and notifies the company in writing that recovery is adequate and there is no longer any threat to the public. 
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FDA Recall Policies

The recall of a defective or possibly harmful consumer product often is highly publicized in newspapers and on news broadcasts.  This is especially true when a recall involves foods, drugs, cosmetics, medical devices, and other products regulated by FDA.  Despite this publicity, FDA's role in recall activities is often misunderstood not only by consumers, but also by the news media, and occasionally even by the regulated industry.  The following headlines, which appeared in two major daily newspapers, are good examples of that misunderstanding: "FDA Orders Peanut Butter Recall," and "FDA Orders 6,500 Cases of Red-Dyed Mints Recalled."

The headlines are wrong in indicating that the Agency can "order" these recalls.  The Federal Food, Drug, and Cosmetic Act, (the law) does not generally authorize FDA to "order" a manufacturer to recall a food, cosmetic or supplement.  The agency may request a product recall if the firm is not willing to remove dangerous products from the market without FDA's written request.  Only when a medical device, human tissue products, and infant formula pose a risk to human health; that the law specifically authorizes FDA to prescribe a recall and to rule on the scope and extent of the same*.

The manufacturers or distributors of the product carry out most recalls of products regulated by FDA voluntarily.  In some instances, a company discovers that one of its products is defective and recalls it entirely on its own.  In others, FDA informs a company of findings that one of its products is defective and suggests or requests a recall.  Usually, the company will comply.

If the firm does not recall the product, then FDA can seek legal action under the FD&C Act.  These include seizure of available product, and/or injunction of the firm, including a court request for recall of the product.

This cooperation between FDA and its regulated industries has proven over the years to be the quickest and most reliable method to remove potentially dangerous products from the market.  This method has been successful because it is in the interest of FDA, as well as industry, to get unsafe and defective products out of consumer hands as soon as possible.

FDA guidelines for companies to follow when recalling defective products under the Agency's jurisdiction are published in Title 21 of the Code of Federal Regulations, Part 7.  These guidelines make clear that FDA expects these firms to take full responsibility for product recalls, including follow-up checks to assure that recalls are successful.  Under the guidelines, companies are expected to notify FDA when recalls are started, to make progress reports to FDA on recalls, and to undertake recalls when asked to do so by the Agency.

The guidelines also call on manufacturers and distributors to develop contingency plans for product recalls that can be put into effect if, and when needed.  FDA's role under the guidelines is to monitor company recalls and assess the adequacy of a firm's action.  After a recall is completed, FDA makes sure that the product is destroyed or suitably reconditioned and investigates why the product was defective.

Generally, FDA accepts reports and other necessary recall information submitted by e-mail.  In many cases, this has become routine for some firms and FDA district offices.  However, FDA maintains the prerogative for investigational visits and other in-person communications where the agency considers it appropriate.

The guidelines categorize all recalls into one of three classes according to the level of hazard involved.

· Class I recalls are for dangerous or defective products that predictably could cause serious health problems or death. Examples of products that could fall into this category are a food found to contain botulinal toxin, food with undeclared allergens, a label mix-up on a life saving drug, or a defective artificial heart valve.

· Class II recalls are for products that might cause a temporary health problem, or pose only a slight threat of a serious nature.  One example is a drug that is under-strength but that is not used to treat life-threatening situations.

· Class III recalls are for products that are unlikely to cause any adverse health reaction, but that violate FDA labeling or manufacturing regulations.  Examples might be a container defect (plastic material delaminating or a lid that does not seal); off-taste, color, or leaks in a bottled drink, and lack of English labeling in a retail food.

FDA develops a strategy for each individual recall that sets forth how extensively it will check on a company's performance in recalling the product in question.  For a Class I recall, for example, FDA would check to make sure that each defective product has been recalled or reconditioned.  In contrast, for a Class III recall, the Agency may decide that it only needs to spot check to make sure the product is off the market. 

Even though the firm recalling the product may issue a press release, FDA seeks publicity about a recall only when it believes the public needs to be alerted about a serious hazard.  For example, if a canned food product, purchased by a consumer at a retail store, were found by FDA to contain botulinal toxin, an effort would be made to retrieve all the cans in circulation, including those in the hands of consumers.  As part of this effort, the Agency also could issue a public warning via the news media to alert as many consumers as possible to the potential hazard. 

FDA also issues general information about new recalls it is monitoring through FDA Enforcement Reports, a weekly publication available in FDA's Internet page at: http://www.fda.gov/
For additional information on recalls, contact the FDA District Office nearest you. 

*Sec. 412, and Sec. 518, Food Drug and Cosmetic Act; Sec. 351 Public Health Service Act.



Recall Strategy to be Developed with FDA in the Event of a Recall
FDA will develop with the firm a recall strategy that takes into account the following factors to suit the individual circumstances of the particular recall:

· Results of health hazard evaluation.

·  Ease in identifying the product.

· Degree to which the product's deficiency is obvious to the consumer or user.

· Degree to which the product remains unused in the market-place.

· Continued availability of essential products.

FDA will review the adequacy of a proposed recall strategy developed by a recalling firm and recommend changes as appropriate. A recalling firm should conduct the recall in accordance with an approved recall strategy but need not delay initiation of a recall pending review of its recall strategy.

Elements of a recall strategy
A recall strategy will address the following elements regarding the conduct of the recall:

· Depth of recall. Depending on the product's degree of hazard and extent of distribution, the recall strategy will specify the level in the distribution chain to which the recall is to extend, as follows:

· Consumer or user level, which may vary with product, including any intermediate wholesale or retail level; or

· Retail level, including any intermediate wholesale level; or

·  Wholesale level.

· Public warning. The purpose of a public warning is to alert the public that a product being recalled presents a serious hazard to health. It is reserved for urgent situations where other means for preventing use of the recalled product appear inadequate. The Food and Drug Administration in consultation with the recalling firm will ordinarily issue such publicity. The recalling firm that decides to issue its own public warning is requested to submit its proposed public warning and plan for distribution of the warning for review and comment by the Food and Drug Administration. The recall strategy will specify whether a public warning is needed and whether it will issue as:

·  General public warning through the general news media, either national or local as appropriate, or

· Public warning through specialized news media, e.g., professional or trade press, or to specific segments of the population such as physicians, hospitals, etc.

·  Effectiveness checks. The purpose of effectiveness checks is to verify that all consignees at the recall depth specified by the strategy have received notification about the recall and have taken appropriate action. The method for contacting consignees may be accomplished by personal visits, telephone calls, letters, or a combination thereof. A guide entitled "Methods for Conducting Recall Effectiveness Checks" that describes the use of these different methods is available upon request from the Division of Dockets Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. The recalling firm will ordinarily be responsible for conducting effectiveness checks, but the Food and Drug Administration will assist in this task where necessary and appropriate. The recall strategy will specify the method(s) to be used for and the level of effectiveness checks that will be conducted, as follows:

·  Level A--100 percent of the total number of consignees to be contacted;

·  Level B--Some percentage of the total number of consignees to be contacted, which percentage is to be determined on a case-by-case basis, but is greater that 10 percent and less than 100 percent of the total number of consignees;

· Level C--10 percent of the total number of consignees to be contacted;

· Level D--2 percent of the total number of consignees to be contacted; or

· Level E--No effectiveness checks.


Explanation of Product Coding System and Records


Types of Records and Locations

	Name of Record
	Type of Record 
	Location

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



Persons to be Notified In the Event of Product Recovery or Recall

	FDA


	FDA District Office for GA, NC, SC Atlanta District Office
60 Eighth St., N.E.
Atlanta, GA 30309  (404) 253-1161

	NCDA Food And Drug Protection


	Mailing Address: 1070 Mail Service Center, Raleigh NC 27699-1070
Physical Address: 4000 Reedy Creek Road, Raleigh NC 27607-6465
Phone: (919) 733-7366; FAX: (919) 733-6801

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


List the names and addresses of major customers, warehouses and initial distribution

MODEL RECALL LETTER

To be printed on company letterhead

URGENT:FOOD RECALL
Date:
Contact name or Department:
Firm name:
Address:
City/State/Zip:

Dear ___________:
This is to inform you of a product recall involving:

< PRODUCT NAME, BRAND NAME, DESCRIPTION, UPC CODES, LOT NUMBERS>

See enclosed product label for ease in identifying the product at retail/user level.

This recall has been initiated due to <problem>. Use of <or consumption of> this product may <include any potential health hazard>.

We began shipping this product on <date> (or) This product was shipped to you on <date>. (If possible, provide consignee with shipping dates and quantities shipped.)

Immediately examine your inventory and quarantine product subject to recall. In addition, if you may have further distributed this product, please identify your customers and notify them at once of this product recall. Your notification to your customers may be enhanced by including a copy of this recall notification letter, or <Enclosed is a letter you should use in notifying your customers>.

[Your notification must include instructions on what customers should do with the recalled product.]

This recall should be carried out to the <wholesale>, <retail>, <consumer>, <user> level.

Your assistance is appreciated and necessary to prevent <i.e. consumer illness or patient harm>.

Please complete and return the enclosed response form as soon as possible.

If you have any questions, call <name and telephone number>.

This recall is being made with the knowledge of the Food and Drug Administration.

.

Name

Title

Enclosure(s)


Plans for Product Recovery and Effectiveness Checks

(You might want to start with a simple flow diagram of what you expect to happen and then write up each of the steps)


TESTING THE RECALL PLAN

The following advice from The Food Recall Manual http://edis.ifas.ufl.edu/pdffiles/FS/FS10800.pdf   is given for conducting a mock recall.

“A mock food recall is an excellent way to test your plan and your company’s response time. How quickly can your team identify and segregate specific product, and disburse information to those who might be affected by selling or consuming the product?”
“For the test, select product from your actual production records. It should have real-life period codes, lot numbers and production dates. Pick at least one lot that was fairly recently produced—some stock is still on-site or in storage, and some is already out in the marketplace. This allows you to check internal, as well as external, ability to account for the product. The test will only be effective if you also set timed goals.” 

“The Recall Team should convene and “work the plan.” In all communication, however, be sure to stress the fact that this is a mock exercise designed strictly for emergency preparedness, and that nothing is wrong with the actual product! The mock recall should involve a complete review of company records and, to a certain extent, external sources of information. Brief the employees and perhaps offer an incentive for meeting the research deadlines. Ask your brokers, distributors and retailers to participate, and let them know they are being timed to see how quickly they can locate the product and report back to your sales force.  Consider giving them a discount on their next order for helping with the test!”

“Mock recalls are “mini” versions of real ones. They’re supposed to take two or three days, not weeks or months to complete. Therefore, progress should be assessed every few hours.  Some production facilities run exercises similar to a mock recall, but not as extensive. They practice tracking every bit of their inventory within a two-hour period, to see how accurately they can pinpoint locations, code numbers and quantities in case of a recall situation.” 

“Perhaps the most important part of a mock recall is the debriefing session at the end. The entire point of the exercise is to prove that the company can effectively trace all raw materials through receiving, production, packaging and storage...and determine the locations to which all product has been shipped. Testing the plan will quickly point out any shortcomings, which can then be revised to work better in case of a real emergency. The date and results of each mock recall or product-tracking exercise should be documented in writing. If you modified your Recall Plan based on the results, this should also be noted.
	Date Begin and End
	Product
	Success Rate /Comments

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



Record of Mock Recalls
Date _______________





Approved by_________





Some Thoughts


Recall is time consuming and costly. It may and often has, destroyed a company's reputation. Careful control over production and processing is an absolute necessity to prevent the need for a recall. 


In the event a recall is necessary, use the plan, paying close attention to the notification step, the use of designated spokespersons, and good communications to all involved. Careful planning will allow the processor to implement the recall in a timely, organized fashion with a minimum of confusion. This will help to minimize the public health consequences and losses to the company. 
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