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I. INTRODUCTION

This manual summarizes regulatory guidelines and recommends procedures that you may use in developing a system for identifying and evaluating potential product removal or recall situations and for carrying out a recall. The manual is intended to provide general guidance on recall-related issues, but not to serve as legal advice. Each potential recall situation is unique and must be assessed based on specific facts. Please seek the advice of legal counsel whenever such a situation arises.

This manual focuses on –
1) Making the threshold decision as to whether a recall situation may exist
2) Procedures for determining whether or not a recall should be initiated
3) Procedures for retrieving the product and concluding the recall 

The remainder of the manual is organized as follows: 

· Section II provides background on FDA and USDA recall policies.
· Section III focuses on planning for a recall, including the responsibilities of the Recall Coordinator. 

· Section IV reviews the recall process, including deciding whether a recall situation may exist, the recall decision, and conduct of the recall.  

· Section V looks at distinctive features for the recall process for foods subject to USDA jurisdiction.  

The appendices include FDA's recall regulations, USDA's directive on meat and poultry product recalls, a model press release, a sample recall notice to consignees, and examples of FDA and USDA press releases from actual recalls.
What Is a Recall?
A "recall" is defined by the U.S. Food and Drug Administration (FDA) as a company’s removal or correction of a marketed product that FDA considers to be in violation of the Federal Food, Drug, and Cosmetic Act (FD&C Act) — i.e., adulterated or misbranded — and against which the agency would otherwise initiate legal action, such as seizure. The U.S. Department of Agriculture (USDA) has adopted essentially the same definition with regard to recall of products under its jurisdiction, which include USDA-inspected meat and poultry products. In this regard, a packaged produce “kit” containing meat or poultry components may fall under the jurisdiction of FDA or USDA, depending upon the percentage of meat or poultry components present. Generally, a product containing less than 2% poultry or 3% meat is subject to FDA jurisdiction.

The retrieval of violative products still within a company's control is referred to as a stock recovery. The withdrawal from the market of products involving technical and insignificant violations, or of nonviolative products for other commercial reasons, such as quality, is known as a market withdrawal.

Why Are Recalls Needed?
Product retrieval or recall may be prompted by the presence of the following:

· Harmful pathogens
· Toxic chemicals
· Undeclared ingredients (such as allergens)
· Excessive levels of filth
· Poor quality ingredients
· Improper packaging
· Inaccurate labeling
· Manufacturing problems
· Improper handling during distribution
· Misuse by the consumer
The driving factor in deciding whether to retrieve or recall a product is the degree of risk to consumers. If the health risk is low and further consumption of the product is unlikely due to shelf life or other factors, it may be proper to take no retrieval action. A market withdrawal may be a suitable approach for minor labeling problems. If the product poses a health risk, and it is likely that product is remaining at the retail level or the consumer level, a recall probably will be necessary. Although a recall decision takes into account many considerations, defects that generally warrant a recall include contamination with harmful microorganisms or toxic chemicals, the presence of undeclared allergens, foreign objects
, or excessive filth.

Why Does My Company Need a Recall System?
Every company should have a system for analyzing the effect of quality control breakdowns on its products, for investigating the cause of product defects, for determining the health implications of a particular defect, for tracking where a product was distributed, and for retrieving the product when necessary. This system requires the effective cooperation of management, technical experts, and legal counsel to ensure that problems are resolved in a manner that will minimize any damage to your company's reputation and minimize potential civil or criminal liability.

In planning for a recall, you should select a Recall Coordinator and a Recall Team and establish procedures for investigating product complaints and assessing the significance of product defects, including a health hazard evaluation. You should have a recall plan or strategy that can be adapted to the circumstances of particular product problems. The plan should include procedures for identifying the affected product, determining the depth of recall (e.g., distributor, retailer, or consumer level), and notifying consignees of the recall and instructing them on what to do with the product. The plan should include procedures for confirming the effectiveness of the recall. The plan should also address the issuance of press releases and the importance of working with FDA or USDA, to the extent possible, on the content of any public warnings or press releases.
II. REGULATORY BACKGROUND


Food manufacturers, distributors, FDA, and USDA bear responsibility for ensuring that products which threaten or potentially threaten consumer safety and well-being are removed from distribution and consumption channels as promptly and completely as circumstances dictate. In performing their roles, FDA and USDA: 
· Work with the manufacturer to develop a retrieval strategy
· Arrange for assistance from other federal and state regulatory agencies
· Provide consumers with information on the targeted product as they deem necessary
· Take additional actions as they deem necessary
It is important to know that neither FDA nor USDA has the statutory authority to order a recall. This is also true under most state laws. However, you should review the relevant state laws where your manufacturing operations are located with respect to both recalls and inspection authority.

Recalls may be initiated with or without prompting by FDA or USDA. However, although neither FDA nor USDA can order you to conduct a recall, if they learn of a violative product and believes that a recall is warranted, it may be difficult  to refuse a request to initiate a recall. FDA can advise you that if there is no voluntary recall, FDA will consider taking other action, such as multiple seizures, criminal prosecution, or issuing a public warning that the product presents a health hazard or serious economic deception (stating or implying that you have refused to comply with the recall request). USDA has similar powers of persuasion regarding the recall of products under its jurisdiction.

Consistent with the voluntary nature of recalls, FDA and USDA have issued non-binding guidelines that they strongly encourage companies to follow in handling potential recall situations. FDA has also issued a set of procedures for implementing its recall guidelines (see Appendix A). USDA's recall policy closely parallels FDA's recall policy, with a few exceptions. These are discussed in Section V, which describes the process for conducting a recall for a USDA-regulated product. Both sets of guidelines ask that companies conducting recalls or market withdrawals on their own notify the relevant agency of their actions.

Common Violations

As noted in Section I, to be a candidate for a true "recall," as that term is defined by FDA and USDA, a product first must be in violation of the FD&C Act (or the statutes administered by USDA), which usually means that the product is adulterated or misbranded. The determination of whether a product violates the law should be made in conjunction with your company’s legal counsel. Below is a non-exhaustive list of some of the conditions that constitute adulteration or misbranding. Keep in mind, however, that some of these violations may not rise to the level where the agency would initiate legal action, which is the second item in the legal definition of a recall.

Adulteration

A food is adulterated if it contains a poisonous or deleterious substance. Pathogenic microorganisms (e.g., Listeria monocytogenes, Salmonella) are deemed poisonous substances, and foreign objects (e.g., metal fragments) generally are considered deleterious substances. 
A food is also deemed to be adulterated if it contains excessive levels (above the applicable defect action level, if any) of filth such as rodent hairs or insect parts, or if it was prepared or stored under unsanitary conditions where it may have been contaminated with filth or may have been rendered injurious to health. Moreover, the presence of an unapproved food additive or color additive renders food adulterated.  And a food is considered to be adulterated if a valuable ingredient has been replaced or omitted, or if the appearance of the product has been improved to conceal damage or to deceive the consumer as to the quality of the food.

Misbranding

The misbranding provisions of the FD&C, FMI, and PPI Acts apply to food labeling that is false or misleading or fails to contain mandatory information. Perhaps the most common misbranding violation involved in recalls is failure to declare a component of the food in the ingredient list, notably undeclared allergens such as nuts and dairy ingredients. Currently, a significant percentage of Class I recalls for FDA-regulated products are due to undeclared allergens. The problem exists whether the component was added to the food intentionally or unintentionally.  
Effective January 1, 2006, regulations pursuant to the Food Allergen Labeling and Consumer Protection Act of 2004 (FALCPA) impose labeling requirements for a food that intentionally contains a major food allergen (peanuts, soybeans, milk, eggs, fish, crustacean shellfish, tree nuts, and wheat), including presence in a flavor, color, spice, or an incidental additive. Either of the following options may be used: 
· The word "contains," followed by the name of the food source from which the major allergen is derived, printed immediately after or adjacent to the ingredient statement, and in type size no smaller than the type size used in the ingredient statement; or 
· The common or usual name of the major food allergen in the ingredient statement, followed in parentheses by the name of the food source from which the major allergen is derived, unless the common or usual name of the food already uses the name of the major allergen or the name of the food source appears elsewhere in the ingredient statement.  
FALCPA does not include requirements for "advisory" or "cautionary" labeling, such as "may contain _____" or "processed on shared equipment....," concerning allergenic contaminants that may be present in a product. Instead, FALCPA mandates that FDA issue a report to Congress, within 18 months of FALCPA's enactment, that describes the types of advisory labeling being used, the conditions of manufacture associated with the various types of advisory labeling, the extent to which advisory labeling is being used, and consumer preferences about communicating the risk of cross-contact.

Other examples of misbranding include incorrect or incomplete nutrition information or net weight declaration, omission of a required label element such as the manufacturer or distributor's name, or a violation of FDA or USDA rules regarding the size or placement of elements of the label.

Recall Classification

Class I Recalls
A Class I recall is for a situation in which there is a reasonable probability that the use of or exposure to the violative product will cause serious adverse health consequences or death. Examples include contamination with C. botulinum toxin, Listeria monocytogenes, E. coli 0157:H7, and possibly Salmonella, or the undeclared presence of potent allergens such as eggs or peanuts.

Class II Recalls
FDA defines Class II as a situation in which there is a reasonable probability that the use of or exposure to the violative product may cause temporary or medically reversible adverse health consequences or where the probability of serious adverse health consequences is remote. Examples include a food with wood fragments, food contaminated with less harmful pathogens, or food containing less potent undeclared allergens such as almonds or FD&C Yellow No. 5. USDA defines Class II as involving a potential health hazard situation where there is a remote probability of adverse health consequences from use of the product.

Class III Recalls
A Class III recall is defined as a situation in which use of or exposure to the violative product is not likely to cause adverse health consequences. Examples include filth in food relating to aesthetic qualities or non-hazardous labeling violations such as inaccurate weights.

Standard FDA and USDA Practices and Recommended Retrieval Strategies

Class I Recalls

(a) Product recall to consumer level as completely and rapidly as possible
(b) 100% effectiveness checks of known direct and subdistribution points, including consumer
(c) Notice placed on public recall list by responsible agency as Class I Recall
(d) Possible issuance of public warning
(e) Audit check conducted prior to terminating the recall
Class II Recalls

(a) Product recall to retail level completely and promptly
(b) Effectiveness checks on a sliding scale depending on seriousness of hazard, ranging upward from 2% to 10% of known direct distribution points and upward from 1 to 2 subdistribution points for each direct distribution point checked
(c) Notice placed on public recall list by responsible agency as Class II Recall
(d) Possible issuance of press release as circumstances warrant
(e) Audit check conducted prior to terminating the recall
Class III Recalls

(a) Product recall generally to wholesale level
(b) No effectiveness check
(c) Notice placed on public recall list by responsible agency as Class III Recall
(d) Ordinarily, no press release initiated by the agency; the agency will, however, respond to inquiries from press and public
(e) Responsible agency may conduct audit check
III. PLANNING FOR A RECALL

An effective recall requires the cooperation of every department within your company. If the defect is due to a raw ingredient, for then he Purchasing, Quality Assurance, and Manufacturing Departments will have to coordinate their efforts to identify the product containing that ingredient by production code number. The Distribution and Sales Departments will be responsible for determining where the product was shipped and arranging for its retrieval. The Sales, Finance, and Distribution Departments will be responsible for proper credit and/or shipment of replacement product. Quality Assurance and/or an outside consultant will be responsible for investigating the cause of the incident. Quality Assurance and the Public Affairs Department will be responsible for communications between the company and FDA/USDA, the trade press, and the public. The Finance Department will be responsible for setting up a special account to keep track of the expenses for purposes of insurance claims and future planning.

Keeping Records

Records required to be maintained under the Public Health Security and Bioterrorism Preparedness Act of 2002 (“Bioterrorism Act”) will help you to track ingredients and products for the purpose of investigating the cause of a problem and retrieving violative product. The records required to be established and maintained under the recordkeeping rule are those necessary to identify the immediate previous sources and immediate subsequent recipients of food. Moreover, the Bioterrorism Act permits FDA to inspect these records when FDA has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals, and such records are necessary to assist FDA in making a determination regarding the safety of the food (whether the adulteration is intentional or unintentional). 
The compliance date for recordkeeping requirements under the Bioterrorism Act is December 9, 2005, for companies that do not qualify as small businesses. Businesses employing fewer than 500, but more than 10 full-time equivalent employees (FTEs) must comply by June 9, 2006. Very small businesses, employing 10 or fewer FTEs, must comply by December 11, 2006.

Forming Your Recall Team

You need to establish a Recall Team, led by a Recall Coordinator, that includes staff from the following departments: Quality Assurance/Technical, Plant Operations (including Packaging), Sales and Distribution, Public Affairs/Public Relations, and Legal. Legal counsel familiar with food regulatory law and food product liability law should be involved in the decision-making steps of the recall, including investigation of the complaint, the recall decision, review of the recall plan, public statements regarding the recall, and interaction with and submission of information to federal and state agencies. 
The Recall Team assists the Recall Coordinator, who is ultimately responsible for evaluating information pertaining to product complaints, communicating with necessary parties, placing product on internal hold, and making recommendations on the need for a recall. The Recall Team assists the Recall Coordinator in initiating, executing, and verifying the recall.

The Recall Coordinator coordinates all recall activities and is the central point for all information about product quality, safety, and compliance. He or she develops the recall plan, makes the initial decision on whether a potential recall situation exists, obtains product distribution reports, instructs customer representatives and salespersons to trace and recover the products to the extent necessitated by the recall classifications, and prepares the product recall identification information to implement the recall. The Recall Coordinator will arrange for customer notification by the Sales Manager to discontinue use of the recalled product lot. He or she will participate in discussions with FDA or USDA, in consultation with legal counsel, maintain records of the discussions, submit the appropriate reports to the FDA or USDA, and may also coordinate inspections as a result of recall. The Recall Coordinator oversees any necessary effectiveness checks to ensure and document that all products/lots are traced and recovered to the extent reasonably achievable. Finally, the Recall Coordinator maintains accurate records of all steps taken in implementing the recall.

Other Planning Steps

You should establish a reliable coding system that will enable your company to pinpoint affected product and avoid retrieving more product than is necessary. Accurate recordkeeping is essential, and at a minimum (for FDA-regulated products), the records must comply with requirements issued under the Bioterrorism Act. 
Consider locating, in advance, a lab that can analyze product if necessary to evaluate whether a recall is warranted. 
You should also consider locating, in advance, a service that can provide extra telephone lines if the company may not be able to handle a deluge of calls in the event of a Class I recall. 
Check your insurance policies to determine whether recalls are covered, and if so, whether there would be reimbursement if a recall was based on preliminary information indicating a potentially serious health risk, such as a laboratory test that later proved to be a false result.

Mock Recalls

Certainly you should not be in a position to determine whether a recall is necessary and to conduct a recall without first confirming that there are effective procedures in place to evaluate the situation and take necessary action. Thus, it is recommended that once you have your recall program in place, you should conduct annual mock recalls that involve going through the entire recall process described below. You should then carry out objective evaluation of your company’s performance, and, if necessary, modify your company’s policies and procedures.

IV. THE RECALL PROCESS

The recall process usually begins with an investigation of a complaint (unless the process is triggered by a finding of adulteration by FDA, USDA, or a state agency). Potentially affected product within a company's control is placed on internal hold while information on the nature and scope of the problem is collected and evaluated. As quickly as possible, the Recall Coordinator or Recall Team makes a recommendation on the need for a recall to the decision-making executive. That official decides whether to recall the product and whether to notify FDA or USDA of recall actions in consultation with the company’s general counsel and appropriate QA and technical staff. If a recall is initiated, the Recall Coordinator manages the withdrawal of the product from distribution.

Determining If a Recall Situation Exists

The first step in implementing an effective recall system is establishing a procedure whereby the designated Recall Coordinator is informed of internal or external complaints indicating a potential health hazard or a non-minor violation of the FD&C, FMI, or PPI Act. The Recall Coordinator will make an initial decision as to whether a serious problem — i.e., possible recall — exists, ideally within 24 hours of receiving the complaint. This decision should include input from the head of Quality Assurance. General Counsel should also be consulted regarding potential liability and the need for any further investigation to determine whether a potential recall situation exists. 
If a potential health hazard or violation of law may exist, the Recall Coordinator will begin an investigation to confirm whether a potential recall situation exists, and determine the location of affected lots and put product on hold pending a final decision on the need for a recall.

The initial focus of information gathering should be obtaining: 

· All available information from manufacturing, quality control, and field investigation, including medical confirmation where applicable

· Identification and location of suspect product, and whether product is still under company control

· Sample of suspect product or raw material and laboratory analysis if necessary

After investigating the complaint, analyzing samples, and reviewing production records, your company should be in a position to identify the cause and, ideally, the scope of the problem. The next step is to evaluate the impact of the problem on public health.

Health Hazard Evaluation

Before making the recall decision, you need to engage in a health hazard evaluation like that used by FDA or USDA to classify recalls. This evaluation takes into account the following factors:

· Whether any disease or injuries have occurred from use of the product

· Whether any existing conditions could expose people to a health hazard

· Assessment of hazard to various segments of the population, e.g., children or surgical patients who are expected to be exposed to the product, with particular attention paid to the hazard to those who may be at greatest risk

· Assessment of the degree of seriousness of the health hazard to which the populations at risk would be exposed

· Assessment of the likelihood of occurrence of the hazard

· Assessment of the consequences — immediate and long-range — of occurrence of the hazard
The Recall Decision

The decision to initiate a recall and the depth of the recall are based on a risk-benefit analysis that weighs the adverse health effects and economic deception against the cost of conducting the recall. Primary emphasis is placed on adverse health effects. As soon as sufficient information is available, the appropriate decision-maker, after consulting the Recall Coordinator, the general counsel, and other relevant departments, will make the following decisions:

· Whether to keep the product on hold, initiate a recall, and/or conduct further investigations

· If a recall is to be initiated, decide on what type, develop the recall strategy, and issue operating instructions to the company staff via the Recall Coordinator
· Whether any government agency is to be notified of the situation and, if so, what information the company should disclose and what recommendations the company should make

The elements of the recall strategy are:  
1) The method of notifying consignees
2) The depth of the retrieval
3) Whether effectiveness checks are required and, if so, to what level
4) Whether media releases are required and, if so, what medium or media would be most appropriate and what the release should contain
5) The frequency of status reports
Publicity will normally be in the form of a press release; however, it may also be in the form of letters, telegrams
, telephone calls, or other agency publications. The appropriate strategy will depend on the results of the health hazard evaluation, the ease in identifying the product, the degree to which the product's deficiency is obvious to the consumer, the degree to which the product remains unused in the marketplace, and the continued availability of essential products. If FDA or USDA is notified of the recall, the agency will view the company’s recall strategy as a proposal to which they may suggest revisions based on their own health hazard evaluation and the agency's own recall classification and other factors. We recommend that your company make its own determination regarding a recall classification and a strategy prior to contacting the agency, and be prepared to defend your decisions.

Notifying FDA or USDA

There is no legal requirement that FDA or USDA be notified of a firm-initiated recall, although, of course, such action is strongly recommended by the agencies. If the relevant agency is not aware of the problem at the time the company makes its recall decision, the company must decide whether to 
(1) make the recall decision on its own and proceed accordingly without knowing how FDA or USDA would handle the matter, or 
(2) make a preliminary determination and then notify FDA or USDA.  
In deciding whether to recall a product and to notify FDA or USDA, the following factors should be taken into account:  
· The nature of the violation
· The likelihood of discovery by a government agency
· The possibility, nature, and extent of public disclosure
· The possibility that the adverse publicity of involuntary disclosure might be far worse than the adverse publicity associated with voluntary disclosure
· The effect of a recall and/or disclosure on potential contract or tort (product liability) actions
· The possibility of a government agency initiating legal proceedings which it would have
 initiated had it been notified of the recall and the adverse publicity associated with any such proceedings
If you do contact FDA or USDA, the agency will want the following information:

· Identity of product

· Reason for removal

· Date and circumstances under which the possible problem was discovered

· Evaluation of risk

· Total amount of suspected product estimated in distribution channels

· Copies of actual proposed communications

· Proposed recall strategy

· Name and number of responsible company official

FDA uses this information to conduct its own health hazard evaluation (using the criteria described above) and determine the recall classification. Once the recall classification has been determined, FDA will participate in developing the company’s recall strategy. FDA's recall guidance advises companies to implement the recall strategy at the appropriate time, without awaiting comment on the strategy from FDA.

Publicity

When FDA and the company agree on the need for a recall, FDA will list the recall in the weekly FDA Enforcement Report (see Appendix B for an excerpt). Subsequently, various types of publicity are used in connection with a recall depending on the seriousness of the potential harm, the nature of the product and its users, and the extent of distribution. Examples of FDA public warnings and USDA recall press releases are provided in Appendix B. The purpose of a public warning is to alert the public that a product being recalled presents a serious hazard to health and to demonstrate the company's concern for consumer safety. A public warning is reserved for urgent situations where other means for preventing use of the product appear inadequate. The recall strategy will specify whether a public warning is needed and whether it will issue a general public warning through the general news media or a warning through specialized news media such as professional or trade press or to specific segments of the population, such as physicians or hospitals.

FDA, in consultation with the recalling company, will take responsibility for issuing public warnings. You have no legal right to review or approve the text of the agency's release but should consider working with the agency in developing the content of the public warning. You may issue your own press release and should be prepared to do so at the appropriate time. Appendix C provides model press releases. In all cases involving Class I Recalls of product at the consumer or user level, the responsible agency will promptly issue warnings or notices of the danger to the public media.

Notification of Consignees

Under FDA's guidelines, the recalling company is responsible for promptly notifying each of its affected direct accounts about the recall. The format, content, and extent of a recall communication should be commensurate with the hazard of the product being recalled and the strategy developed for that recall. A model notification letter is provided in Appendix D.  
In general terms, the purpose of a recall communication is to convey: 
· The identity of the product in question and that it is being recalled
· That further distribution or use of any remaining product should cease immediately
· Where appropriate, that the direct account should in turn notify its customers about the recall
· Instructions regarding what to do with the product
Recall communications can be accomplished by personal visit, telephone call, telegram, mailgram
, first-class letter, overnight mail, electronic mail, or combination thereof. Communications should be appropriately marked to indicate the importance of the enclosed information, e.g., “Urgent Recall Information.” Telephone calls and personal visits should be confirmed by a written method.

Effectiveness Checks

You need to conduct effectiveness checks to verify that all consignees at the applicable recall depth have received notification of the recall and have taken appropriate action. Consignees may be contacted by one of the methods described above as options for the recall communication. Models for effectiveness checks are provided in Appendix D. 
Your recall strategy should specify the method for conducting the checks and the percentage of the total number of consignees to be contacted at each level in the chain of distribution. FDA has established effectiveness check levels, which are alphabetical terms representing the extent to which effectiveness checks will be made within one or more levels of the distribution chain:

Level A: 100% of the total number of consignees to be contacted (at the specified retrieval level)
Level B: Some reliable percentage of the total number of consignees to be contacted (to be determined on a case-by-case basis; will be between 10 percent and 100 percent) at the specified retrieval level
Level C: 10 percent of the total number of consignees to be contacted (at the specified retrieval level)
Level D: 2 percent of the total number of consignees to be contacted (at the specified retrieval level)

Level E: No effectiveness checks
To determine which consignees should be contacted for effectiveness checks, the responsible agency may consider the following as acceptable verification of recall effectiveness:

· The company’s receipt and retention of response cards or letters from consignees in accordance with instructions issued in the recall notification 

· Signed records or reports of actions accomplished by the company’s own representatives or signed records or reports from direct or sub-accounts

Recall Status Reports

FDA requests that recalling companies submit periodic status reports to the appropriate district office during the recall. FDA will specify the frequency of the reports based on the relative urgency of the recall, generally between two and four weeks. Proper recordkeeping is essential in order to prepare recall status reports. The reports should include:

· The number of consignees notified of the recall 
· The date and method of recall
· The number of consignees responding to the communication and the amount of product they had on hand
· The number of consignees who did not respond
· The number of products returned or corrected by each consignee and the quantity of product accounted for
· The number and results of effectiveness checks
· An estimate of the time for completion of the recall
Termination of Recall

A product recall should be terminated when it has been determined that all reasonable efforts have been made to remove or correct the recalled products in accordance with the recall strategy, and when it is necessary to assume that the recall product has been removed and proper disposition or correction has been made, commensurate with the degree of hazard warranted by the recall classification and individual circumstances. 
If the FDA has participated in the product recall, the agency will normally confirm that it is appropriate to terminate the recall. If there is no FDA participation in the product recall, the responsibility to terminate the recall rests with the Recall Coordinator.

V. PROCESS OF RECALL FOR USDA-REGULATED PRODUCT

As noted above, USDA's recall policy closely tracks that of FDA. One difference from FDA is that in cases of company-initiated recalls, you must notify the appropriate regional office of the Food Safety and Inspection Service (FSIS) within 24 hours of initiating the recall. When FSIS becomes involved in a recall, whether it is firm-initiated or agency-initiated, FSIS first conducts a health hazard assessment to assign a recall classification (Class I, II, or III) using essentially the same health hazard evaluation criteria as FDA. Based on the evaluation and recall classification, FSIS recommends the depth of the recall. FSIS requests basically the same information from recalling companies as does FDA, including the company’s recall strategy. FSIS reviews the company’s recall strategy and suggests any changes it deems necessary. For an FSIS-initiated recall, which is only likely in urgent situations, the agency notifies the company of the specific violation, the health hazard classification, and the recommended recall strategy.

Publicity

Public notification is standard in all Class I recalls. Appendix B contains examples of recent FSIS press releases concerning recalls of Spaghettio’s Plus Calcium with undeclared allergen and incorrect labels, ready-to-eat ham with Listeria, frozen ground beef patties and meatballs with E.coli 0157:H7, and frozen chicken and sausage gumbo with undeclared allergen. The similarities and stylistic differences between FSIS and FDA recall press releases are illustrated by comparing the FSIS press release regarding undeclared allergens in the gumbo and FDA's recent release (included in Appendix B) regarding the undeclared allergen in Interstate Bakeries rolls.

FSIS may participate in deciding the appropriate means of disposing of the recalled product and in deciding whether reconditioning of the product is possible.

Effectiveness Checks

FSIS determines the number of effectiveness checks to be conducted on a case-by-case basis. In contrast to FDA, FSIS would conduct the effectiveness checks itself rather than relying on you to do so.  
The criteria for this determination are: 
· The health hazard evaluation
· The results of the initial effectiveness check
· The recall level
· The cooperation of the recalling company
To conduct effectiveness checks, customers must be contacted by telephone, letters, or personal visits. Verification options include return of response cards or letters from customers sent out with the recall notification or signed records or reports from employees or customers confirming that all contaminated product has been identified and returned or disposed of. The agency will request periodic recall status reports from you.

Recall Termination

FSIS considers a recall terminated when the recalling company has made all reasonable efforts to remove the product from commercial channels or correct the violative product. The termination decision is made by the head of the FSIS Emergency Program Staff. Within a few weeks of the termination of the recall, FSIS typically conducts an in-depth inspection to determine the cause of the problem.

VI. APPENDICES 

Appendix A: 
21 CFR §§ 7.40-7.59 and USDA FSIS Directive 8080.1

Appendix B: 
FDA Excerpts from July 27, 2005 Enforcement Report; FDA Example Press Release; USDA FSIS Example Press Releases; USDA FSIS Example Recall Notification Reports (RNRs)

Appendix C: 
FDA Model Press Releases

Appendix D: 
FDA Methods for Conducting Recall Effectiveness Checks

� 	21 C.F.R. § 7.3(g).  


� 	FSIS Directive 8080.1.


� 	FDA: 21 C.F.R. §§ 7.40-7.59; USDA, FSIS Directive 8080.1.


� 	FDA Investigations Operation Manual, Chapter 8 ("Recall Activities"), available at, � HYPERLINK "http://www.fda.gov/ora/inspect_ref/iom/pdf/Chapter8.pdf" ��http://www.fda.gov/ora/inspect_ref/iom/pdf/Chapter8.pdf�; FDA Regulatory Procedures Manual, Chapter 7 (“Recall Procedures”), available at, � HYPERLINK "http://www.fda.gov/ora/compliance_ref/rpm/pdf/ch7.pdf" ��http://www.fda.gov/ora/compliance_ref/rpm/pdf/ch7.pdf�; ORA/Office of Enforcement/Division of Compliance Management and Operations, Guidance for Industry, Product Recalls, Including Removals and Corrections, available at, � HYPERLINK "http://www.fda.gov/ora/compliance_ref/recalls/ggp_recall.htm" ��http://www.fda.gov/ora/compliance_ref/recalls/ggp_recall.htm�. 


� 	Food Allergen Labeling and Consumer Protection Act of 2004, available at, � HYPERLINK "http://www.cfsan.fda.gov/~dms/alrgact.html" ��http://www.cfsan.fda.gov/~dms/alrgact.html�.    


� 	24-hour contact telephone number for the team should be available.


� 	USDA FSIS Recall Notification Reports and Recall Press Releases can be searched at, � HYPERLINK "http://www.fsis.usda.gov/Fsis_Recalls/Open_Federal_Cases/" ��http://www.fsis.usda.gov/Fsis_Recalls/Open_Federal_Cases/�. 


� 	21 C.F.R. § 7.49(a).    


� 	FDA has established effectiveness check levels, which are alphabetical terms representing the extent to which effectiveness checks will be made within one or more levels of the distribution chain:


Level A: 100 percent of the total number of consignees to be contacted (at the specified retrieval level).


Level B: Some reliable percentage of the total number of consignees to be contacted. The percentage is to be determined on a case-by-case basis, but is greater than 10 percent and less than 100 percent of the total number of consignees to be contacted (at the specified retrieval level).


Level C: 10 percent of the total number of consignees to be contacted (at the specified retrieval level).


Level D: 2 percent of the total number of consignees to be contacted (at the specified retrieval level).


Level E: No effectiveness checks.





�This was a “Notice” and on a separate page for the inspection manual.


�this is not mentioned in the bullet points above


�Does anyone still send telegrams anymore?


�Is the word “not” missing here?


�Again, these terms seem dated.
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