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(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Clinical Evaluation Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        
   

  

     

            

   

        

     

     

         

          

         

             

      

           

   
  

           

       

          

           
     

           

            

          

            

             

  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

    

   
  

 
  

   

 

    
   

      

   

            
         

           
        

              
        

 

  
   

    
    

  

  

   
    

  
 

  
    

    
   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        
   

     

    
           

   

       

     

     

         

          

         

              

       

         

    

             

       
      

         

     

         

             

          

            

          

 
   

 

  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

 

      
     
             

      
     
           
        
              

           

 
            

       
           

        
  

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

     

    

             

 

       

        

          

         

   
  

          

   

  

      

      

  

      

        

          

     

            

  
     

      
    

         

      

      

        

       

     

      

          

     

       

      

            

    
        

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
 

          

 

          

   
         

           

       

  
        

       

         

 
         

          
     

         
     

          
      

  
        

       
       

     
         

    
        

      

         

        

  

        

 
 

          

        
          

       
          

         
         

         

        
       

         

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



          

         

         

       

            
         

        

           

         

          

        

           

          

   
         

       

     

           

             

      
      

       

   

 

 

       

    

      

  

            

            

        

   

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



                      

               

              

            

               

            

             

                

            

             

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

    

    

  

            
          

        
   

    
          

        
        

     
          

          

       

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    
   

            

  

     

             
            

                
         

              
          

            
 

  

 

 

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    
      
            

    

      

               
              

           

  

 

 

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
 

                         

            

         

   

      
      

  

  

     
   
     

          

        

      

     
  

    

      

       
   

   

  

  
    

  
    

  

    
  

 
 

 

   

                    

                     

                                    

                    

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
        

         
     

 

 

      

          

      
           

 
          

   

      
        

  
      

       

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
        

         
     

 

 

      

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

 

     

    

   

 

  

   

 

  

     

    

    

 
   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
    

    

  

       

        

   

   

  

       

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

              

       

      
  

  

        

            

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

  

   

   

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



      

  

  

  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 

      
           

 
      

 

 

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    

  
     

 

 

      

 
   

 

    

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
      

     

    
         

       

  

  

           

    
          

  

  
          

          
  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

         

   

    
 

 

 

  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
 

   

    

       

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

 
     

 

   

 

 

        

 

        

  

  

  
   

     

   

  

    

 

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

 

     

    

  

  

 

  

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
            

      
  

  
 

           

 
   

   

    
 

 

 

 
 

 

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
 

 

 

   

 

 

  
 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

  

   

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 
        

     
   

 

 

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
     

 

      

   

    

    
    

 

    

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

  

 

 
 

     

   

       

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

     
 

 

  

           

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 

       
    

  

 

 

 

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

  

    

    
      

    

    
        

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



                         
  

  
    

    
       

 

   
  

 
 

  
 

       

          
  

            
      

       
 

  

 
   

   
 

 
  

 
 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

  

  

  

  
    

  

  

    

   

         

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

   

   

    

   

 
  

     

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

       

   
  

            

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
 

 

   

   
  

 
   

     

 

  
 

   

    

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

  

    

    

  

 

 

     

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
        

         

     

  

 

  

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
   

  
   

  
         

 
     

    
   

              

  
  

    
      

   

    
 

  
  

           
      

  
 

              

  

  

 

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
   

     

  
  

   
         

           

      
  

               
      

      
    

          
           

     
                         

     

     
           

  
     

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-1543; Released 11/12/14
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(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Risk management Report
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(b)(4) Trade Secret Process -Risk management Report
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(b)(4) Trade Secret Process -Risk management Report
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(b)(4) Trade Secret Process -Risk management Report
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(b)(4) Trade Secret Process -Risk management Report
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(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Trade Secret Process -Risk management Report
Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
       

        
    

 

 

    

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

         
         

       

    

     
      

      
   
    
  
     

      
   
    
     

    
   
    
  
     

   
   
    
  
     

     
   
    
  
     

     
   
    
  
     

    
       
     
    
    

  

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    

      
        

       
      

 

   

   

  
  

      

   
    

  
          

           
       

 
     

  
   

  

   
         

           
  

  

  
 

       

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
      

          
            

      

  
      

   
         
        

          
    

  
  

 
        

   
          

  
    

 
            

 
     

    
    

      
   

    

       
      

   

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
          
        

     

  
  

 
         

  
       

 

     
           

       

  
        

 
     

      
  

      
   

    
 

          
     

           
                  

        
            

      
                  
    
              

   
                    

                
       

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
           
         

         
         

        
      

  
  

  
       

   
   

  

    
      

  
         

 
    

  
 

  
  

   
           

         
       

  
  

 
       

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   
       

  
           

         
           

       
         

         
          

           
           

 

         
   

    
           

    

 
     

   
 

  
  

   
         

         
      

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

      

           
         

          
  

         
           

   

          
         
           

          
           

   

            
           

            
         

          
            

         
       

            
            

         
            

          
       

        
         

        
          
          

         
           

          

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



            
   

         
         

            
   

          
         

         
            
         

     

     
          

             
    

   

           
         

          
          

         
       

            
            
             

  

  

         
       

           
         
           

             

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

       

     
     
    
    

            
            

 

      
          

   
   
   

          
    

 

          
           
           
         

            
            

            
   

          
            

        

         
          

          
           

         
         

            

   

Records processed under FOIA Request 2014-1543; Released 11/12/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




