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Topics Covered Today

 Initial Overview of Recall Process

 Current Food Safety Regulatory Environment

 Crisis Management Teams

 Dairy Industry Resources



FDA Recall Classifications

 Product Recall
 A product in violation of FD&C Act (Adulterated or Misbranded)

 Product already in distribution channels

 Is subject to legal action by FDA 

 Market Withdrawal
 A product not in violation of FD&C Act (Adulterated or Misbranded)

 Product already in distribution channels 

 Is not subject to legal action by FDA 

 Stock Recovery
 Involves product that has not been marketed or not left the direct 

control of the firm (including outside warehouses)

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



FDA Recall Classifications

 Class I Recall

 Reasonable probability of serious adverse health 
consequences/death

 Class II Recall

 May cause temporary or medically reversible 
adverse health consequences

 Class III Recall

 Not likely to cause adverse health consequences

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



Recall Types [Initiation]

 Company – Initiated (voluntary)

 FDA Requested
Recall

 FDA Mandated
Recall

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



Company’s Recall Objectives

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



Company’s Recall Actions

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



Company’s Recall Actions

Source: Belinda Clifton, Regional Milk Specialist Pacific Region, FDA
DMI Webinar Presentation – February 25, 2011



Regulatory Environment

 Bioterrorism Act
of 2002

 FSMA

 Reportable Food Registry



Crisis Management Advanced Planning

 Establish a Crisis Management Team for company

 Develop and maintain a written plan:

 Formalizes responsibilities and accountability

 Minimizes redundancies and/or turf battles

 Facilitates decision-making – ability to take 
immediate action if a crisis occurs [then continued 
action]

 Enables continuity of tactical response

 Helps streamline internal communications
Source: DMI/IDFA Crisis Preparedness Toolkit - 2009



Crisis Management Advanced Planning

 Written Crisis Management Plan should include:

 Ability to respond immediately [24/7]

 Guidelines for receiving crisis information

 Effective internal communication systems

 Procedures to deal with regulatory officials

 Listing of resources

 Check insurance coverage

Source: IDFA Inspection Manual with FDA Recall Guide and Company 
Crisis Management Plan  - 2011



Crisis Management Team

 CEO/COO/CFO
 Acts as Crisis Response Team leader/appoints someone to lead 

team

 May serve as company spokesperson

 Media Coordinator/Spokesperson
 Coordinates company response to media inquiries and updates 

team regularly

 Either acts as or coordinates with lead company spokesperson

 Identifies appropriate third-party experts

 Head of Sales/Marketing or Member Relations
 Coordinates outreach to customers, shareholders and/or members

 Answers questions or concerns

 Monitors market for impact on sales and/or crisis progression
Source: DMI/IDFA Crisis Preparedness Toolkit - 2009



Crisis Management Team

 Head of Manufacturing/Operations
 Leads company’s operations response in coordination with 

Communications/PR

 Ensures that business operations are efficient and effective during 
the crisis

 Analyzes and reworks existing business processes affected by the 
crisis

 Scientific/Technical Experts/Head of Quality Assurance 
 Provides technical perspective and information on production 

procedures, composition of product

 Analyzes and translates test results and tracking information

 Liaises with Quality Assurance team to make recommendations on 
assuring product safety given the current scenario

 May serve as technical spokesperson
Source: DMI/IDFA Crisis Preparedness Toolkit - 2009



Crisis Management Team

 Head of Human Resources/Internal Communications
 Informs employees of procedures and expectations

 Disseminates up-to-date and accurate information to employees

 Fields questions and concerns from employees

 Assesses staffing needs to support long-term crisis response

 Head of Public Affairs/Government Relations
 Coordinates with key government agencies and officials

 Assures company is current on FDA guidelines and government 
actions

 Manages non-technical requests and inquiries from state and 
federal government representatives

 Manages government requests for technical information or action in 
coordination with Quality Assurance team

Source: DMI/IDFA Crisis Preparedness Toolkit - 2009



Crisis Management Team

 General Counsel and/or outside legal counsel
 Advises on the legal implications of company actions and public 

statements

 Head of PR/Communications and/or outside PR counsel
 Leads communications response in coordination with head of 

Manufacturing/Operations

 Identifies and prioritizes actions based on information from
the Crisis Response Team

 Leads development of key messages and statements,
prioritizes key audiences and ensures message delivery

 Liaises with Dairy Management Inc. (DMI)/dairy organizations to 
share updates and coordinate messaging and media responses

Source: DMI/IDFA Crisis Preparedness Toolkit - 2009



Recall Management Advanced Planning

 Prepare a Written Recall Management Plan:

 Establish Recall Management Team

 Designate Recall Coordinator

 Train corporate spokesperson

 Review and rehearse the Plan

 Implement comprehensive Quality Assurance and 
HACCP Systems

 Audit the HACCP and QA Systems regularly

Source: IDFA Inspection Manual with FDA Recall Guide and Company 
Crisis Management Plan  - 2011



Recall Management Response

 Recall Submission to FDA through your local District 
Recall Coordinator (Minneapolis District: Kristine Zuroski)

 Product information

 Product codes

 Recalling firm:

 Firm name and “type”

 Contacts for recalling firm
 Manufacturer (if different) of product(s)

 Identify firm responsible (if different)
Source: Guidance for Industry: Product Recalls, Including Removals and Corrections
http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm

http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm


Recall Management Response

 Recall Submission to FDA (cont.)

 Reason for the recall

 Health hazard assessment

 Volume of recalled product(s)

 Distribution pattern

 Provide consignee list to FDA
 Recall strategy

Source: Guidance for Industry: Product Recalls, Including Removals and Corrections
http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm

http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm


Recall Management Response

 Public Notification

 Press release(s)
 Consult with FDA - DRC

 Written recall notification letters

 Product ID

 Description of problem

 Depth of recall

 Instructions to customers

Source: Guidance for Industry: Product Recalls, Including Removals and Corrections
http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm

http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm


Recall Management Response

 Evaluation of the recall

 Effectiveness of the recall

 Recall status reports

 Root cause analysis

 Corrective actions

 Termination of the recall

Source: Guidance for Industry: Product Recalls, Including Removals and Corrections
http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm

http://www.fda.gov/Safety/Recalls/industryguidance/ucm129259.htm


Resources for WI Dairy Companies

 Wisconsin Dairy Food Safety Manual

 DMI Crisis Preparedness Toolkit

 IDFA Inspection Manual



www.wisconsinagroresource.net



Incident Communication Tools

 Communication modules and background information 
on potential incidents:
 Key consumers messages.

 List of contact information for WARN partners, industry 
(producers/processors/organizations), key contacts and 
resource professionals and media (print, radio, TV).

 Web site.

 WARN Incident
Communications Center.

Contact Database - Microsoft Dynamics CRM



www.dairyresponse.com



www.dairyresponse.com



www.latestdairynews.com



Social Media – A Challenge to Manage



DMI Social Media Monitoring

Source: DMI Social Media and Crisis Response Webinar – March 18, 2011



DMI Social Media Monitoring

Source: DMI Social Media and Crisis Response Webinar – March 18, 2011



DMI Social Media Recommendations

Source: DMI Social Media and Crisis Response Webinar – March 18, 2011



DMI Social Media Recommendations

Source: DMI Social Media and Crisis Response Webinar – March 18, 2011



Questions/Discussion
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