
 

     
   

    
  

 
 

   
 

 
 

 
 

 
  

    
 

 
 

 
   
 

     
                                                   
 

                       
                                                    
                                                
 

                                                     
                                                   
                                              
 

                  
                                               
                             

                       
 

                        
                                                
 
 
 

(~~ lffll U.S. FOOD & DRUG 
•,~~ - ADMINISTRATION 

U.S. Food and Drug Administration (FDA) 
Center for Devices and Radiological Health (CDRH) 

Patient Engagement Advisory Committee (PEAC) Meeting 
FDA Virtual Meeting 

Discuss and make recommendations on the topic “Medical Device Recall Communication”   

AGENDA 

October 6, 2021 
10:00 AM – 5:00 PM 

10:00 AM                      Patient Engagement Advisory Committee (PEAC) Call to Order 
Paul T. Conway, Chairperson, PEAC 

10:10 AM                      Conflict of Interest Statement 
Letise Williams, Designated Federal Official, CDRH, FDA 

10:15 AM Welcome and Opening Remarks 
Jeffrey Shuren, M.D., J.D., CDRH Director, FDA 

10:25 AM Medical Device Recalls: An Overview 
Erin Keith, Associate Director, Compliance & Quality, Office of Product 
Evaluation & Quality (OPEQ), CDRH, FDA 

10:35 AM Medical Device Recall Communications 
Angela Calman, Director, Office of Communication & Education (OCE), 
CDRH, FDA 

10:45 AM Industry perspective 
Ommeed Shahrokh, Director Regulatory Compliance, Stryker                               

10:55 AM BREAK 

11:05 AM Healthcare Provider perspective 
Elizabeth Eisenberg, MSN, RN, CVAHP, Director, Scripps Health 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
w ww.fda.gov 

http:ww.fda.gov
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11:15 AM                Patient perspective 
Kimberly Platt, Breast Implant Patient 

11:25 AM Open Committee Discussion 

11:45 AM              BREAK (Webcast Closes) 

12:00 PM              Virtual Breakout Session Begins (separate meeting link) 
(if registered for this session, please join using breakout session link at 11:50am) 

12:30 PM                      LUNCH 

12:55 PM Webcast Reopens

  1:00 PM Virtual Breakout Summations 
FDA moderators

  2:00 PM Open Public Hearing

  3:00 PM Open Committee Discussion

  3:30 PM BREAK

  3:40 PM Committee Discussion of FDA Questions

  4:55 PM                       Closing Remarks 
Paul T. Conway, Chairperson, PEAC

  5:00 PM                Adjourn 
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