RETRIEVAL PROCEDURES 

Who: 

The Director of Quality Assurance will also be the Retrieval Coordinator.  Product Quality Managers will act as alternates as directed. 

All units that participate in product retrieval shall designate one person and one alternate to: 

1. Activate the action plan to be used in the event of product retrieval. 
2. Inform management. 
3. Consult with and keep Retrieval Coordinator informed of status of unit action plan. 
4. Maintain a log of unit activities. These logs will be used by the Retrieval Coordinator to prepare the final retrieval summaries.

The person selected to serve in this function is normally a department or district Vice President or Manager. Departments that normally participate in product retrieval include: 

· Quality Assurance
· Distribution / Transportation 
· Accounting / Finance 
· Operations  
· Corporate Communications
· Procurement 
· Systems 
· Sales 
· Legal 
When:

When a recall or a market withdrawal has been announced, unit participants shall be on 24-hour call unless otherwise notified. 

Procedure:

Brokers shall be requested to maintain an up-to-date list of all distributors who receive products from them. 
There are three major product retrieval categories (which are further defined by class or level): Recall, Withdrawal, and Stock Recovery. A minor product retrieval category is Quality Defect Alert (QDA). 



1. Recall 
Product is under the control of the customer or consumer; a health or safety hazard does or may exist, and is considered in regulatory violation and subject to legal action. The following are recall designations established by the FDA which correspond with consumer risk. 

a. Class I: A reasonable probability of serious adverse health consequences or death. Product must be promptly removed from all market channels. This action takes precedence over all other activities. A public statement is required to alert consumers to discontinue using product. 
b. Class II: A potential for remote and / or temporary adverse health consequences which are reversible by medical attention. The hazard may not be clearly established. Product must be removed from distribution channels and the retail market. This action takes precedence over all other activities. A public statement 
is not mandatory but may be issued. 

2. Withdrawal 

· Product is under the control of customers or consumers. 
· A health hazard does not exist. 
· A major quality defect exists. 
· May involve a minor regulatory violation upon which legal action would not be taken. 
The following withdrawal levels are determined by the severity of the quality defect, the amount of product involved and availability of the product to the customer. 
a. Market Level Withdrawal 
Broad distribution of product. A large quantity of potentially defective product has been distributed to customers. Product must be removed from distribution channels and all levels of the customer account. The urgency of the withdrawal shall be determined by the Retrieval Coordinator. 

b. Warehouse Level Withdrawal 
Limited distribution of product with no product or only a small quantity available 
to the consumer. Product is removed 
from customer warehouses. The urgency of the withdrawal shall be determined by the Retrieval Coordinator. 

3. Stock Recovery 
All product remains under the direct control of the company. 

4. Quality Defect Alert (QDA)
Small amounts of product with quality defects are removed from market or warehouse level in affected locations.  The customer’s and/or the company’s sales retrieve the product. A QDA report and recommendation for disposition of 
product and costs is issued by the district to the company’s quality area. 

Procedural Steps 

1. Initial Notification 
a. A production incident or a product complaint which indicates one of the following conditions shall be immediately reported to the Retrieval Coordinator. Delay in notification for any reason is not acceptable.  

i. Risk of illness or injury to the consumer 
ii. Potential or confirmed adulteration 
iii. Misbranding 
iv. Unacceptable quality 
b. Describe the problem or incident in detail. Provide all available information concerning production and distribution of the product. Actively seek additional information. 
c. The Retrieval Coordinator shall initiate a time and events retrieval log containing complete, detailed information on each significant event. Include “who, what, when, where and how" particularly decisions or responses on behalf of the company. The retrieval log must be maintained until the retrieval is completed or expires.
d. The Retrieval Coordinator shall promptly notify the company’s Quality Assurance Retrieval Coordinator. It is essential that the quality assurance department be alerted as soon as possible. 

2. Situation Analysis and Recommendation Development
a. Production Locations/Distribution Centers 
i. Place all implicated product on HOLD. 
ii. Provide all pertinent information to the Retrieval Coordinator. Include information, as available, on: 
· Cause(s) and circumstances of the situation
· Quality control data on the implicated product
· Identification and quality control data on all major and minor ingredients used in manufacturing the affected product

· Number of cases or units of each affected code date
· Other products or codes implicated as a result of using common ingredients, processing lines, packaging supplies or rework
· Trace distribution of product. Identify all shipping destinations. Include: 
· Shipping dates 
· Shipping invoice number 
· Account name, destination, city, state 
· Quantities shipped to each location 

iii. Immediately inform the Retrieval Coordinator if shipment has been made to other distribution locations or warehouses. The Retrieval Coordinator will instruct the secondary distribution locations to trace implicated product. 
iv. If ingredients are indicated as the source of the problem, the Retrieval Coordinator will notify Procurement to determine if other locations have the implicated ingredient. 

b. Retrieval Coordinator 
i. Compile all available information. 
ii. In consultation with the company’s legal and other departments, determine the need for a retrieval. Prime 
considerations are: 
· Nature of the problem / defect 
· Potential regulatory involvement 
· Potential hazard to the consumer 
· Level of distribution 
· Quality of product involved
iii. When a retrieval is not necessary, determine disposition or the product and actions necessary to prevent a recurrence. 
iv. When a retrieval is recommended: 
· Develop a retrieval classification
· Establish an estimated completion date for the retrieval
· Determine communication mode for sales accounts notification
· Determine appropriate disposition of retrieved product. Product disposition shall comply with applicable laws, and must avoid adverse publicity

c. Decision Authority 
i. The decision to initiate a product recall rests with the President or in his / her absence Executive Vice President of Marketing Procurement and Logistics. 
ii. The decision to initiate a market withdrawal rests with the President or, 
in his / her absence the Executive Vice President of Marketing Procurement and Logistics.
iii. It is the function of the Special Situations Team to recommend recall / withdrawal actions. 

iv. When a stock recovery or quality defect alert action is indicated, executive approval and general notification is not required. Approval is the responsibility of the quality assurance management, or designee.

d. Decision Notification
The Special Situations Team will notify appropriate personnel of the executive decision. 

3. Implement Retrieval 
The Retrieval Coordinator, upon notification of executive decision, issues a
  
    retrieval message. 
a. Notification of a RECALL shall be by Priority Message to the field Sales Offices, brokers, etc. Notification of a Market Withdrawal shall be by administrative message. If possible, do not send a message until complete information on product quantities and shipping destinations is in hand. However, at times in a recall situation, a Priority Message containing partial information may be advisable. The message(s) should be explicit concerning: 

· Product number, name, code date, size, variety. 

· Retrieval category, the class or level. 
· Reason for the retrieval. 

· Explicit statement on health hazard (or lack of health hazard). 

· Explicit instructions for referral of press, consumer, or regulatory inquiries. 

· Provide, if available, explicit language to be used by Sales in notification to the customer.

· Specify disposition or retrieved product, destruction under supervision, or return to manufacturing location. 

· Quantities of product shipped, shipping instructions and date of shipment. 

b. In a recall situation, after consultation with the company’s quality and legal departments, contact federal, state and local health officials in involved areas to inform them of the situation. 
c. Assure that all product tracking is complete and that all distribution possibilities have seen considered. A Product Tracking System shall identify all locations not under the involved customer’s control receiving this product.

d. Provide the company’s quality department and key company management with a daily summary of retrieval activities and progress unless otherwise stipulated. 
e. If implicated product has been shipped to military commissaries, the appropriate Business Group person and the Retrieval Coordinator shall initiate contact with the military personnel in the Defense Personnel Support Center or similar national group. 
4. Outside Inquiries 
a. Media or Press Inquiries shall be directed to the Corporate Communications Department. 
b. Government agency inquiries shall be directed to the Retrieval 
Coordinator or the company’s quality assurance. 
c. Consumer inquiries shall be directed to the Business Group Consumer Service Department. 
5. Regulatory Liaison 
The company’s business group or quality assurance department, in conjunction with the legal department, shall establish and maintain liaison with the involved regulatory and health agencies as necessary. 
6. Terminate Retrieval 
a. The Retrieval Coordinator will:

i. In conjunction with the company’s quality department, determine final disposition of all retrieved product. 
ii. Obtain information on quantities returned to distribution / manufacturing locations and quantities destroyed. 
1) Product to be destroyed must be disposed of in a manner acceptable by the Environmental Protection Agency (EPA). 
2) A company representative must be present at the EPA approved site to witness destruction. 
3) Prepare and sign a final report documenting the disposal location, date and time, list product numbers, name and quantities involved. 
iii. Prepare a final report documenting retrieval activities and disposition of all product retrieved for submission to the company’s quality assurance department and involved key management. 
iv. In conjunction with the company’s quality department and any special situations team, evaluate effectiveness of the retrieval process and recommend action plan revisions. 

Responsibilities by Department

1. Special Situations Team 
Coordinate activities (including media, consumer and regulatory information and contacts) associated with product retrievals and other special situations. 

2. Quality Assurance Group or Department
a. Approve unit procedure and/or action steps prior to retrieval. 
b. Activate Special Situations Team. 
c. Assist in retrieval activities as required. 
d. Inform C.E.O. of significant developments. 
e. Ensure involvement of Law Department as appropriate. 
f. Prepare final retrieval summary for regulatory officials as required. 

3. Retrieval Coordinator 
a. Coordinate all retrieval activities and chair meetings. 
b. Issue the initial retrieval message. 
c. Determine sampling and testing requirements for affected product(s). 
d. Maintain communication with all retrieval participants and key 
management as to the status of the retrieval. 
e. In conjunction with the company’s quality assurance group, communicate with involved regulatory agencies as required. 
f. Determine final product disposition in concurrence with the company’s quality assurance group. 
g. Develop and distribute the final retrieval summary and effectiveness review to involved key management and the company’s quality assurance group. 
4. Legal Department
a. Provide legal counsel / opinion to involved Corporate and business functions. 

b. V.P. and General Counsel serve as chairperson for the Special Situations Team. 
c. Maintain or coordinate contacts with regulatory agencies. 
5. Corporate Communications 
a. Prepare responses to news media, customers and consumers. 
b. Inform involved personnel concerning procedures for handling 
requests from media. 
c. When retrievals necessitate a press release, Corporate Communications shall issue a copy of the release to all units. In addition, cover letters should accompany the release with a list of people who should receive inquiries from Regulator Agencies, Media, Customer Accounts and Consumers. 
d. Designate a spokesperson. 
6. Production Locations 
a. Place all affected product on hold. If necessary, discontinue product of affected product. 
b. Provide manufacturing information on product shipments, etc. 
c. Determine cause of retrieval and institute corrective action. 
7. Transportation & Distribution 
a. Provide information concerning product distribution. 
b. Direct reversal of distribution system as required. 
c. Arrange transportation of affected product. Product may be transported by company transports or common carrier. 
8. Production Distribution - Foodservice Distribution Centers 
a. Trace product shipments. 
b. Place product on HOLD and determine amount received. 
9. Accounting and Finances 
a. When retail, wholesale or wholesale / jobbers accounts are involved, provide standard forms for use by retailers, wholesalers, 
and jobbers returning product as authorized by appropriate Sales personnel. 
b. Balance inventory received from production against known product retrieved. 
c.  Account for all costs related to the product retrieval. 
d. Provide accounting safeguards. 
10. Area Sales 
a. Organize entire sales force to contact all affected customer locations and remove product. 
b. Supply Transportation and Distribution with amounts and addresses of staging points for accumulation of product. 
c. Provide Retrieval Coordinator with amount of product returned and / or destroyed. 
11. Procurement 
a. Provide relative information on ingredients. 
b. Work with involved supplier if necessary. 
c. Determine if other locations received implicated ingredients(s). 
12. Systems 
a. Assist with obtaining distribution records. 
b. Send retrieval message as requested. 
c. Provide verification that the message has been received by each involved location. 
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