
 

             

    
  

   
  

     
  

    

    

     
        

       

  
   

  
    

    
     

               
              

                  
                 

                   
              

              
               

          
              

              
               

       

              
            

           
             

                  
             

            
           

             
           

     

                     
                

                
                 

               
           

    

     

 

      

     
  

    
    

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



       

     

          

         

 
     

  

          

       

      
    

 

    

        

     

     

  
   

     

     
 

  
      

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
  

 

 
     

         
  

   

    
       
        

     
     

       

 

          
            

   

         
         
          
       

  

          
           

 

   
    
  

   
  

   

 

 
 

 
 

 
  

 

  

 

 

 
   

 

 
 

 

       

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



        
     

             

       

   

       

         

   

       

   

          

           

          

        

        

        

          

        

         

 

        

          

           

      

       

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



        

           

        

          

            

  

      
         
          

     

     
         

     

     
          
          
      

           

        

          

        

        

         

        

          

          

           

  

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



            

            

         

  

           

         

        

         

      

        

        

         

         

          

      

        

        

         

       

         

          

         

        

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



            

          

           

           

        

         

          

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

  
 

 
 

 
   

  
       

  

 

 

  
 

 
 

 
   

  
       

  

  
     
    

  
 

  
  

 

  
      

 

  

    

      
 

    

      

  

   
   

  

 

  

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

 

 

 

 

 

  
  

 
 

 
   

  
       

  

 

  
  

 
 

 
   

  
       

  

 
 

  
     
    

  
  

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

 

   
   

      
    

         
          

          
   

   

            
         

         
        

         
        

         
            
     

    
        

        
          

         
         

          
 

          
             

       

  

          
          

         
            

      
          

           
        

         
    

 
   

       
           
        

          
         

     

 

 
 

  

  
  

     

         
           

           
         

         
         

      
         

 

  

       
         

       
 

  
        

 
            

 

 
          

           
     

  
          

  

 
          

    

   
         

           
          

         
 

  
     
              

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



   
   

 

     

      

        

       

      

       

   
    

         
       

          
          

           
 
           

            
          
         

      
            

        
     

   
           

          
           

         
         

            
            
          

       

     
        
        
          

       
           

          
    

          
     

  
        

 
           

 
      

  
        

 
          

          
          

 

  
          

         

  
          

          
           

  

 
       

 
                

  
 

  
         

          
  

   
          

 
    
    
    

 

  
     
          

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

 
 

 
 

  

        
     

      
     

        
  

      
         
      

      
        

        
      

       
        

  

        
        

       
       
    

      
       
     

      
 

        
      

     
     
 

  
 

 
 
  

  
     

       

 

 
 

 
 

    

       
      

     
        

        
    

 
       

       
      

       
       

     
      

    

        
      

        
       

        
     

        
        

 

         
        

         
        

   

    
 
 

  
     

       

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



  

      
 

    
   

    

           
      
           

           

         
         
             

    

   
      
           

 

 
    

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
     

      
     

     

 
       

       
      
         
  

   
         

         
         

   

 

          
       

           
        

 
       

         
          

           
      

          
         

 

   

       
        

         
         

       
      

         
        

       
 

 

       
        

       
       

          
          

  
     

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
  
  
 

  
  
  
  
 

  

  

        
          

        
          

        
       

       

  
     
         

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



          
          

            
 

   
   

         
          

           
          
          

 

      
            

       
          
        

        

 

     
     

      

     
        
           
       

       
        

           
            

      
        

 

         
         

        
     

          
      
           
         

      

 

  

 
  

  

 
  
  

 

            

 
  

 
 

 

        
       

        
        

       
          

 
 

         
       

         
       

     
           

          
      

       

 
 

       
       

        
         

        
     

  

 

  
     
          

          

   

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



(b)(4) 3rd Party Sterlization TestingRecords Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



(b)(4) 3rd Party Sterlization TestingRecords Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

 
 

  
 
 

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
 
 

 
 

  
 

  

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

       
      
      
      
    
    
     
     
     

 

   

  
      
           

   
           

           
            

         

    
    

  
  

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



           
        

       
       

        
         

  
          

       
       

  
          

      
      

        
        

         
     
        

           
       
       
        

         
       

       
       

       
      

     
     

        
        

         
        

            
 

         
        

       
         

       
       
      
        

  

         

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



  

          
      

         
         

     
      

       
       

       
          
      

      
           

      
           

         
         

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 

  
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
 
 
 
 
 
 

           
            

          
         

         
     

         
         

          
          

          
          

          
          

        
       

           
       

          
  

 
 

 

  

        
           

         
   

 

 

 

 

   

   

         
       

           

  

      
        

            

   

  

  

       
         

         
         

   

 
   

       
            
   

        
          

       
 

 
 

   

  

 

  
 

     

 

           
           

        

         
         

          
        

     

  
  

  

  
 

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
 

 

  

          
       

       

 
   

        
       
     

  

         
         

         

 
 
 

  
  

   

 

 

    
       

       
     

           
             

   
             

             
    

  

     
        

          
       

 

 

 

 

 

 

 

          
            

    

   

 
  

        
         

           
         

   

  

       
        

        

            
          

 
 

         
         

  

  
  

             
              

            

             
                 

              
           

            

          
          

            
          

   
       
       
       

     

           
              

               

                
                

     
        
         
            
              
        
         
            

         
   

      
     

           
           

           
         
    

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

  
          

      
         

         
        

          
         

         
          

 
          

          
        
       

            
         

         
            

        
        

          
       

            
        

            
      

          
          

         
           

    
        

           
        
         

         
        

          
     

          
         

 

  

  

 
     

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
 

 
 
 

 

 

 

 

 

  

    
    
         
      

       
     

  

  

        
         

    

 
   

  

 
   

       
     

       

      

  

        
        
           

      
       

 

 

       
          

       
       

         
        

     

               
 

    

        

          
             
            

       
       
       
       

     

          

             
           

            
            

            
            

    

               
         
               
          
        

    

           
            

          
             

           
          

          
             

 
               

        
           

            
              

         
           

         
        

   

   

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
  

  
             

         
         

 
           

            
        

           
         

         
       

        
          

       
          
          

      
          

       

     
       

    
  

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
 

 

 

 

 
 

   

    

   

  

 

  

     
       
       

    

  

 

 
 

 

 

 

 
   

       
     

            

   

 

 

 

   

    

   

   
 

     
       

       
    

 

         
        

      

    

  

    

 

 

 

 

         
       

         

   

 
  

 

  

 

 

 

 

   

    

   

    
       
   

   

 

 

 

 

       
     

    

   

      

   
  

           
           
           

    

         
           

        

           
   

             
            
          
          
          
        

           
             

         
     

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
   

     
        

         
          

         
          
          

        
        

         
            

       
           

           
         

           
     

          
           

         
          

    
          
          

        
       
         
          

       

       
      

    

    

  

      
       

    

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
   

 
   

         
         

    

 
       

        
         

        

           
            

       

              
              

    

     

 

       
         

       

          
          
 

 

   

 
 

         
       

     

     

         
          

        

  

          
         

    

  

  
 

 

  

 

 

        
         

 

 

  

   
  

    

              
 

            
         

  

            
    

           
          
          

     
       
       
       

        

       
             

         

          
          

            
  

  
   

   

         
          

       
      

            
                 

    
    
          
     

           
            

          
        

    
     

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

  
 

       
      

           
           

         
           

           
    

         
        

        
          

         
        

         
         

        
         

         
        

       
         

   

    

 
 

 
 
 
 
 
 
 
 

 
 

 

  
   
   
   
   
   
   

 
  

 
 

 
   
   
   
   
   

 
   

 
   

   
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 

   
   
   
   

    
   
   
   
   
   
   
   
   
   
   
   

 

   
   
   
   
   
   
   
   
   
   
   
   
   
   
   

 
   

 

 

 
 

 
 
 
 
  
 
  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

 
 

 
 

 
 
 

 
  
 

  

 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
  

  
 

 
 

 
 
 

 
 
 
 

 
   

 
 
 
 
 
 

   
 
 

  
 
 

   
 
 

          
      

   
       

          
         
              
           

         
           

  

            
            

            
         

 

  
          

 

              
         

 
                

   
          

 
      

   
      

          
           

           
        

        

 
            

   
          

 
   

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

   
          

         
            

         
       
           

        
          

         
           

 

      

            
         

 
    

          
 
               

      

                

   
          

 
      

          
            

             
            
            

          
       

         
       

              
             

                 
             

            
              

         
           

  

           

         
             
              

        

          
             

             
          

        

      

          
           
 

         
        

          
     

   

             
          

 

                 

          
 

     

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



            
          

            
          

          
           
         

           
          

       

      
   

            
         

 
       

          

               
     

                
     

          

      

       
   

     
   

       
             

            
           

         
             

         
         

           
            
             

  

      

            
        

 
      

          

         

                

          
 
         
         

 
 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



          
            
           

         

 
 

      

      
       

   
        

                

          

      

         
         

           
           

            
          

           
             

       
            

                   

        
           
            

         

         
       

      

           
          

          

          

                

          

          

   

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



   
   

 
     

        
         

            
         

        
          

    

         
          
     

 
 

 
 

 
 

 

 
 

   
   

   
    

   
   

 
  

  
  
  

    

  

 
 
  

 
 

  
 

 

  

   
  

    

          
          

        
          

       
         

           
            

  

          
        

            
        

       

      

    
     

           
       

      

            
   

             
            
     

                

             
            
            

             
   

          

     
    

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



         
        
        
         

   
          

          
           

           
             

         
     

           
         

  

            
            

  

            

            
            

           

 
     

     

           
       

              
               

    

                
 

            
          
          

   
          

 
       
         
    

         
          

             
         

 
           

          
         

           
   

         
              

             
        

           
          

     

           

          
               

 

             
            

            

        

    

              
        

                

            
           

          
 
       
       

 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

          
          

             
        

        
         

           
          

           
            

            
           

    

   

            

           
           

 

     

 
 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

 
 

  
   

   
   
   

  
   
   
   
   

   
   
   

   
   
   
   
   

 
 

   
   
   
   

   
   

 
   
   
   
   
   
   
   
   
   

 
  

 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

 

      

            
             
        

              
               
  

                

            
           

          
 
       
         
    

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

         
      

        
           

           
           
         

 
          

         
           

          
           

   

         
    

       

             
           

   

      

           
           

          

            
     

              
            

           

                

            
         

        

          
 
          
            
    

 
  

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 
  

       
         

         
         

         
        

        
       
  

         
           

         
           

          
         

        
   

         
          

   

   
        

       
         

          
          
             

      
          
           

        
       

            
            
            

           
       

       
           

         
      

       
         

     
          

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



    

  

  
   

 
  

     

    
  

   

     

 

     
   

   

    
    
   

    
   

    

       

           
      

            
            

             
      

          
            

           
        

               
         

           
    

         
       

   
       

              
     

 

           
   

                

        
              

              
  

    
          
 

     
   
   

         
          

        
           

      
          

           
            

         
         

           
         

        
         
        

  
           
           

          
       

          

              
           

 

 

   

       

          
       

         

              
   

         
     
   

          
   

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



  

    

  

  
  

        
          
            

           
         

        
       

           
         

   
          

          
         

          
           

          
         

            
          

           
         
        

           
           

        
         

           
          

       
           

         
           

           
           
         

       
      

          
        

            
           
        
            

          
         
              

          

 

         
             

            
           

          
  

            
         

          
           
         

        

      

              

                

         
         
 

        
  

    
          

          
       

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



   

     

  

        
          

           
        

 

        
      

        
        

         
       

        
         
   

     

     
     
     
     
     
     

        
           

          
           

          

          
        
            

          
           
            

         
       

 

 
 

 
            

             
       

  

 

 
 

 

 

 
 

 

 
 

 

 

 

 

 
 

 
 

 

  
 

 
 

 

 

  

 
 

 

 

 

 
 

 
 

 

 

 

 

 

 

 
 

 

  
 

 

  
 

          
        

  

 

  

  

  

  

 

 
 

 

 

 

  

  
 

  
 

  

 

 

 
 

 
 

 

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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



 

  
 

 
   

  

 

 

   
   
  
  
    
     

    
   
   

   
      

     
      

    
     

Records Processed under FOIA Request 2015-5752; Released by CDRH on 09/30/2015

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




