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Mike Rozembajgier 

Recall Best Practices 



 



 



 



 



 



 



 



 



 



 



 



Product Liability Implications 

• What to say & what not to say 
• Monetary considerations 

• Patient/customer considerations 

• Unaffected lots 

• Recalled products that have already been used and/or implanted 

• Training prior to any recalls is essential to avoid lawsuits 
• Has there been training regarding e-mail best practices? 

• Is there a trained Crisis Management Team? 

• Has the company tried to identify weaknesses before a recall? 

• Attorney-client privilege  

• Evidence preservation 



Product Liability Implications 

• Thoroughly review insurance policies for insurance 
limitations, deductibles, and exclusions 
• Is there an obligation to provide prior notification of a recall? 

• Is there a restriction on admitting liability? 

• Other rights/obligations? 

• Indemnification Provisions 
• Are there adequate assets and/or insurance supporting any 

indemnification provisions? 

• Does the company have adequate recourse against any foreign 
suppliers and/or their insurers? 

• Other rights/obligations? 

 



Willie Bryant 

Tips for Working with the FDA 



Areas for Discussion  

• FDA districts and headquarters organization 

• Recall Trends 2008-2010 

• Importance of Relationships with FDA or other 
regulators. 

• Recall actions – first 24 hours 

• Follow-up steps 

• Communications with the FDA district recall 
coordinator 

• Recall termination documentation 

 

 

 



          FDA field and hdqtrs organization 

• 19 district offices 

• Major cities/population areas across the USA. 

• One recall coordinator, most district offices:  For locations and 
coordinators 
http://www.fda.gov/ICECI/Inspections/IOM/ucm124008.htm    

• Seven Centers in FDA hdqtrs. Five primarily involved with 
recall operations (CDRH, CDER, CVM, CFSAN, and CBER) and 
ORA/OE/DCMO, which is hdqtrs for district’s recall operations. 
http://www.fda.gov/AboutFDA/CentersOffices/default.htm    

• Two to four recall officers per center office and OE/DCMO 

http://www.fda.gov/ICECI/Inspections/IOM/ucm124008.htm
http://www.fda.gov/AboutFDA/CentersOffices/default.htm


    FDA recall trends, 2008 – 2010 

• Upswing in numbers across the agency 

• Increased congressional scrutiny 

• The multiplier effect 

• One ingredient/component supplier equals 
multi recalls by multi companies 



The First 24 Hours 
• Notification of illness, adverse event, defect or 

contamination  received.   
• Investigation initiated.  When, how, who, seriousness 

of incident, other complaints received, product(s) 
involved (how extensive or widespread is the problem), 
area and time of distribution, root cause of the 
problem. 

• Notify FDA if required 
• Requested or required reporting: 21 CFR part 7.59, 

FDA’s Regulatory Procedures Manual (RPM) chapter 7, 
Field Alert Reports (pharmaceuticals), 806 Report of 
corrections or removals (medical devices) 



Follow-up Recall Steps 

• Notify Your Recall Coordinator. 

• Bring Senior Management on Board. 

• Notify Entire Recall Team and 3rd Party Assistance 

• Each Team Member initiates responsibilities. 

• Prepare Formal Health Hazard (FDA template) 

• Develop the Recall Strategy. 

• Draft Recall Communication Documents 

• Notify FDA District Office Recall Coordinator 

• Initiate the recall. 

 

 



Communications w/District Office 
• Within 24 hours of decision to recall. (Basic Info) 
• ASAP,  details of recall with strategy. (See Industry Guidance document 

for info needed.) 
http://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129259.htm    
Include: 

• Draft recall letter/communications 
• Draft press release 

• Firm receives written classification, any recommended 
changes to strategy, and recommended “effectiveness check” 
level.  

• Submit bi-weekly or monthly status reports as requested.  
• Provide a written final status report and request for 

termination. 
• Firm receives written termination letter. 

 
 

 

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


Recall Termination Documentation 
• Dates of notification to each type consignee  

• Include date of press issued, Details of product distribution 

• Number and type of consignees notified 

• Number of direct account responders 

• Number of direct account non-responders 

• Description and quantity of product on hand at consignees 
• Removed or corrected 

• Status of effectiveness checks conducted 

• Details of product disposition 

• Root cause of the problem (if not previously provided) 

• Corrective and Preventative Action taken 



Dave Bartlett 

Minimizing Risk to Company Reputation 



Recall Communication 



What you say 

How you say it 

When you say it 

Who says it 

Shaping the Story 



Recall Impact 

• Objective impact 

     Illness, injury, death 
    

• Subjective impact 

     Perceptions, feelings, emotions 



Strategic Questions 

•Who are the audiences? 

•What are their concerns? 

•What is your strategic objective? 

•What is your story? 

•What is your picture? 

 



• Have a plan and follow it 

• Monitor and engage the media 

• Engage digital and social media 

• Present a human face 

• Describe what happened 

• Describe what you are doing to fix the problem 

• Tell consumers what they can do to be safe 

Communicating During a Recall 



• Get out in front of the story 

• Think like your audience 

• Choose the right spokesperson 

• Ensure your statements match regulatory actions 

• Know your regulators and stay in touch 

Communicating During a Recall 



Effective Messages 

•  Positive 
      Never defensive 
 

•  Factual 
      Supported by strong evidence 
 

•   Responsive 
      To audience concerns 



Effective Messages 

•  We care 

•  We are committed 

•  We are taking action 



Cast of Characters 

• Victims 

• Villains 

• Vindicators 

 

                     BE THE VINDICATOR 

 



Strategic Communication 



Q&A 



www.medmarcprotect.com 
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