
Records processed under FOIA Request #2016-1099

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



  




         


  

  


  

  

  


   


 


     


      





       

   


        



      


         

          


         

        


          

      

Records processed under FOIA Request #2016-1099

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



 




     
   


   

  


  

  


    


 


 

  


  


 

     


  

  


   

   


  


             

             


            


              

             


             

             


         


    


               

           

              


           

           


            

           


            

            

           


               

            


Records processed under FOIA Request #2016-1099

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



      


              

            


             

      


               

            


          


            


          

           


             

          


  


 


    



   


 

   

   


 


Records processed under FOIA Request #2016-1099

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





   


 


       

     


              

   


           


         



 


 


   


  


  


    
   

Records processed under FOIA Request #2016-1099

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






        

 

 









  


   


 


 

  


  


 

     


  

  


   

   


  


   

  


  


             

             


            


              

             


             

             


         

    


               

           

              


           

           


            

           


            

            

           


               

            


Records processed under FOIA Request #2016-1099

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



       


              

            


             

      


               

            


          


            


          

           


             

          


  


 


    



   


 

   

   


 





Records processed under FOIA Request #2016-1099

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



   

   


      


     


              

   


           


         



   


 


   


  


  


        

Records processed under FOIA Request #2016-1099

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



     


   


 
 




            


   


        


  


     


     


     


          


        


         


            


       


         


   


          


  


      

      


      


         


            


       


          


             


    


 




 


 


     


      





   
 

  

   





  

   

Records processed under FOIA Request #2016-1099

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












 





 








 
   




   



 

   

    


 
    


 



 




 



 
  
    

  

 



 




 


 

 



  
  



 
 
 
 

 

    



   








 





 

 





 



 
  
 
  
 





 
  

  



 

 





 









 

 


 
  




 

  





 
 



 







 

 


   
 


  

   




   
 


    


 
  
  


    

 


 




 
 


   
 



 
 
 


 
 
 


 
 

 

   



 
 


 















  
   

 



 
  
   

 
 
 



 





  

  




 
  
  
  
 
 

 




 




 





 


 








 

 




 
 
  


 
 
  
  

 




  



 

 





 
  





 


 
 






 

 
  
 


 
 






  

 
  

 
   

 

 




 

 
  





 




 


 

 


 

 

 
     

 



 
     





 


 


 


 















 


 






 

  



 


   
 



  




 
  



  




  














 

 


  


 

 


 


 






















 
















 

  
  




 




  
  
























 

 

 


 
 


 
 


 

Records processed under FOIA Request #2016-1099

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



 

     


       


  

 

 


  

  


  


  


   
  
 


    

 


     

  

 


   
   



      
 



    







  




  

    


 



 







       

   


  

        
   


  

    


      



        

 



          
       



      
 



       
 



   



    



    



        





          


       


    
 



  

    

    

    
 


    


       
 


       

 

  

  
  

    


     
 

  
   



    
 


                



       


  



      

      


       
 

Records processed under FOIA Request #2016-1099

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



    




       


        

      

      


     


       


       




       

    


         

        


        

    


    

      


     

       





       

    


 


       
  

      


    
 

   

   

      


     

  

 

 

    


  


  
 



    

  
 

   
 

  


 


         

         


   
   


 


     

  


 


        

Records processed under FOIA Request #2016-1099

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






          

        


        


     


  

 

     





       


 


    
    


     
    


   
      




      
     


     




   
      


     
      


  


   
      



     


      
     




    
     


   
    





   
  


            

        

   




Records processed under FOIA Request #2016-1099

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



  


 

      



 
 
    
 
 

            



 

      

     

          

        

              




           


 

            
 




       

           


        


 
 
 
 
  

 
 
 
 


Records processed under FOIA Request #2016-1099

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



 

  


  

    


    




            


             

          


        


 


 


 


 

  


  


  

  


  

           

             


          


 

            

           


                


               

         


                 

              


           

    


   

   

  

  

   


      

Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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



 

          


         

      


          

              


          


           

            

             







 

    


      

Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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



       


         


             

    


              





 


 

Records processed under FOIA Request #2016-1099

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



     
   


  


 

  


  

   


   

   


 

   


   

  


  


  

 


  









          

         

           


           

           


          

            


           


           

    


            

            

             


            

            


            


          

           


           

           





         

           


           

          


         

         


          

            


         


        

           


             

          

        


    


 


  

  

  


Records processed under FOIA Request #2016-1099

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



   




          


  


   

     


   

  


  


     


 


  

  


          


          




            

            


             

         




   


  


 



  


 


 




 





  

 


Records processed under FOIA Request #2016-1099

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



     


  
  
     


   
    
    


  
   
      


  
  
 
     





       
     

   


    





 

         



 
  


   
  
  


 
   
  


   
  


 


   
   



  
    


 
  
  


 
  
   


  
     
    


   
  
  


   


   
      
 

  
    


     


  


 
       


   
  
   


   
 
  


 
   
    


 
  
   


  
  
    


  
    
 


  
    
     


   
  
   


 
   
   


  
  
     


 
   
    


   






  


Records processed under FOIA Request #2016-1099

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



  


         

     


      
  


              

   


        


      


        


       
 

      
    


      
    


 
 

 
 

 
 

  


            


     
  

     
 


 


 


 


 


 


           



 
 
 
 
 



 
 
 
 
 


            


  


               


Records processed under FOIA Request #2016-1099

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



 

  


          

        





   


 


       
     

 


    
     

 


 
    
  
     


    


   





  




   
  


  

  


 


   


   
     


 
     



   
 
    


 


 


 


  




   
  


  

  


 


   


   
     


 
     



   
 
    


 


 

Records processed under FOIA Request #2016-1099

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



       
     


   


    
     

 


 
    
  
     





    


  


   


   
     


 
     



   
 
    


 


 

Records processed under FOIA Request #2016-1099

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



     

   

   


 



   


      


    


 


   


  


     


    


  


 


        


         

      



   


Records processed under FOIA Request #2016-1099

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



 

 


 




  


     
 


         
 





        
 


           
 


    


         


   


          
 


   


      


       
 


       


     


 


       


       


      


           


 


     
  


       
  





      
  


  

         
  


    

  
  


         





      
  


      


       


Records processed under FOIA Request #2016-1099

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



 

 


 




        


      


       


 


 


         


   





    
 


      

  


 


       


      





 


      


 


 


        


 





    
  


        





    
  


       
  


    


     
 


      


  


 

 


        

 


         





   


       
 


  
 


  
 

 
 


 


Records processed under FOIA Request #2016-1099

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



 

 


 




 
 


  
 


 
  


 
 

 
 


  
  


  
 


  
  


           

  





         


    





       

  


       

 





  

Records processed under FOIA Request #2016-1099

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



   





 

  


  

  


  


   


Records processed under FOIA Request #2016-1099

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



  





   


  


 


 


 


       


 


   


 


  


   


    


   


    


 





  

   

  

    

   

     















































        

Records processed under FOIA Request #2016-1099

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



    


   


   

     


                


             


          


 





   

    


        

Records processed under FOIA Request #2016-1099

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



   

   


       

     


              

   


           


 


   


  


  


         

Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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



               

             


                 

                


                 

 


        


                

 


              

              


              


               

              


             

               


               

 


          


              

            


      


           

           


   


        

Records processed under FOIA Request #2016-1099

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








 







 



































 



 
















 





 



 



 




































 

 









 

 



































 








 









































 


































































































 
 














 






 























































 

 



 
 








 























































 



 
 



 




















































 





























Records processed under FOIA Request #2016-1099

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


































 






 



 














 
 


















































 

















 
































Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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






 
  

 
   

 
  

 
    

 
   

 
        


        

Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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



    


Records processed under FOIA Request #2016-1099

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



(b)(4) Schematic drawing

Records processed under FOIA Request #2016-1099

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



(b)(4) Schematic drawing

Records processed under FOIA Request #2016-1099

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



(b)(4) Schematic drawing

Records processed under FOIA Request #2016-1099

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



(b)(4) Schematic drawing

Records processed under FOIA Request #2016-1099

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



   





 


 

   

    




     


    


  


 

 

          

           

             


           

 
 





 


   

    


 

     


    

  


 

 

          

           

             


           

 
 


 

        


Records processed under FOIA Request #2016-1099

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



(b)(4) draft document

Records processed under FOIA Request #2016-1099

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



(b)(4) draft document

Records processed under FOIA Request #2016-1099

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



     

Records processed under FOIA Request #2016-1099

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







 



 



 
 




 



 
 




 




 
























 



 
 




 
 



 

 
 




 
 



 

 
 




 

 
 

 



 
 

 



 
 

 
 

 



 
 

 
 



 

 



 
 

 
 

 
 

 
 




Records processed under FOIA Request #2016-1099

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



 
 


 




   
 


    

 

   


 


    


 


 
   


   




   






  
 









   

    



     


      


  


    


Records processed under FOIA Request #2016-1099

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








  


 















 


 
 

 








  






 
 


 
   






    

   








 


    


  

 




 

   




  








 


 

 

 
   











 
 
  



 



   
 





    







 






  
 

  
 



 

 





 



  
 






  
  



 









  





 
   





 









  








 



 



 
 




 




 


 





 
 






 

  


















 



  




 

 








 




  
  




 

  

 
 


  

 

 

  


   

 



   




  




 

  





 


 
 


 
 
  
  




 
 




  



 


 




 
  



    
 









 
 
 
 
 
 







 
 


  

  





 


 


 








 


   


  
 

  


   
  


 


 



 


  
 












   

 





  



 

 




  


 
   




    


 
 







 






    

 





 


   

   


  

  
 

  
 
   


  
  

 
   
   
 
 
 
   

  

     

 
 


 




     
 
  




  
   



 











 

 
 




 
 


 






 

  


    



 

   




  










 


 



 


 
    
 





   



 






   
  

  
 





 
  



 


 


 
  

 

 

  
 












 
 


 




 

  
  


     
  
 

 

 
   

  

 



   
      
  
     
   
        













 





 








 
 



 



 


   




 

 





 
 

 



 








   
 

 






 





 

 





  




 
  



  
 



     
    
 












  
 







 
 


 
  


    
 

 
  




 


 


  






  
  
 
    



 
 


       


 







 

      






 
  
  

 
 

   
 




 



       
 
 

 

   



  
    
 



 

 

 





 

  
 

 







   




 
  




 
 

 
    

 








  



 




 
 


 
 

   






 



 

 

   





     
 

    

  







   







 
  


  

 




  
 




    
 






 


 

 





 
 


   
 




  
  

 

  







 



   

 

  

 


 


 














  

 
 




  
  


 
  




 

 



  
 



 
 





  


 


   


  

 

 
     













 


   
  

  


 
  

 
  

 
   



  



 
 

 
    

 









   
  


 
 

   
 




 



  


 
 


 
  
   
 

   

 
  

     



 





 

 





     
 
   

 





 
  

 
 







  
 
     


      


 
        

  




         


 


 
   
  




 












 









 
   

  
 

  
 
 


 

 











 
  






 




 
 
















 

 



  


 
  
  
 


 

 
  










 
 







 



 





 
 




  




  

  




 





 





 


  



 





  






 




 



  
   



 




  

   


 


  


 


 


  
 





 
 


 
 

 



 

 

Records processed under FOIA Request #2016-1099

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



 

 


 
     

  

   
 


 
  

     


 
 



        



 
 

 
 

       

   

 
 


         

      

  
 

 

    

      
 

  


 
 

 
   

 


   




   


 
  

  


 
  

   
    



        

     

 
 

 
    


            


     
  

  



            

 

  
       


    




  
   

 
 

    
      




       

  
   

 
  

 



  
  

      


              



   
         
 

 


   


 

  


     
 



 


 
  

  
  


 
        


   



           


        

 


 
 

    

      
   



     


 

 
 


           


  



  
 

  


          




       


    
   

    





   

  
 

     

         
     

 
  


 
 

 

   


    
  

  
 

  



     

     



              


   


  


 

  




  
 



     


 






  





 


  




 
 



 







 
 





 
  





 


 





    





     







 


 

  




   


  










 


 
 

  
 
 


 

 
 










  
 


 


 

     



 

  



 



 


 
 
 
 



 




   


 






 





 
 






 
 


 

   


  


    
   
  


 










    
 




   
   
  

   





  

 

 



 


  
   
  



 


  


   


 






   
   





   



 
  
   




 

 


  
 

 





 


     




 
 


 

  

   


 
  







 






  
 








 

   


 

 




  
 
  


  


 


   









 

 


    

  


 
  
  



 
 
  
  


 
 
 



  




 
 








 
 




  




 
  
      






   
 
 
   

  
 


 





 

  
  


 

       
 


  
 
  
 





    

   
  


 


 

   

 
 






 


     
 


 



  
    

 


   









 
 
  
     



 
    

   
 




   


      

  
  


 
 
 
 
  
  


        
 

       
   
        
 
   
  
  



 
 
  
 


  
     





  
 



  


 
 



 


 
 





  
  
    
  
 
    








  
 
 




      

   







   







 


 


 




  



 





 


  
    
  

 
   


 
 




 
 
 
 
 
 




 

     
  
  
 




  


 
 
   
  
  
 


   
 
 
   
 
  



 
    
 


 







  








 
   
  

 
   





 





 


 
     




 


   



 


         






 


 
  

  
 

 
 

  



    
  


  




 
 
   
 
  




 
  
  

  


   
 


 
 
 
  





  
  
 


 


 



   

    
 




 
  
   
 
   
   







 
 
  

   


  










  

 

    

 
 

 
  
 
 





 
 




 
  
 










 
 
 
 




   
       
  
 


   
  
 


 



   




  


       


 
 
 
 
 
 


 
  



 


  




  

   



 


     























 



  
    
 
  
 




 




 




 
  
 
  
 




           
   
 
  
   
 
  
    
 
  

Records processed under FOIA Request #2016-1099

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



  


   
 

    
 

 



 

    
         


     

    
 

      
  




  
   

 
          

 

     

  
 

       


    
 

   
 

     


   
      

   
 

  
 

 
  


         


    



              
 

  


 
 

 
         

  

 

     


         


  
          

   
 

 
 

  
       

 
 

    
 

 




   
  
 

 

  
 

 
 

 

 

        
      



 



 

 
 

     
 

 
    


   
 

      
  

       


                  


 




                
          


                     


 

   




      

 
  

    
  

    
 



           

  
      

      

       

     
          




       

    
   

  


     
  

          

 

    
    

                

      

                 
          


 

 

     
   

   

  
 

 

   

  


             
 

 
    
    

 
   




    
   

  

 

 

     

      
        


 




 
 

 
  

       
  



   

 
       


        



 
 

  
 

  
  

     
       
   

 
  


 

   

    
 


  
   

                  
   


 




   
  

         
 
 

 
  

          

 

      
               


                   
     

     


 
  

 
   

 
 

         
  

 
   

 
 

   
     


  

     
  

          
 

    
    


 
 

  

                     

 



   



                                   




 







 




 
 




 



 








 


 
 





    




 












  




 




    


   
 








 

 



 




   
 


 
  

 
    



 




 

      


 
 


 
 







  
  





 


 


 
   


  





 

 
 


 
  
    

  



    
 


    







 
  
 



 





  
 



  



 

    


     

 








 




 
 

    

     

 


 
 

 
  


  
    





     
   

   
    
 
 
  


  
  
   
       


     
     




    


 
      



  
  


  
 

 
 






 


 
 

  




  
  

   
       

 
 




    
  
 
 


 
  


 

 





 


 
 


  
  
 



     
   

        
 




    


 


 

  




  



   

  
  

     
 





  

 
 

 
  


  




 
  
 





 





  



  
 



 

 
 


 

  

 
  
 


 




 


     



  

    



  

 


 



 

 
 





 
 


  
     





     



 




 

  

 






  
   


 
   

   


 
   
  


     


    



 

  



   


   


    
   


  

 


   
 


 



 


  
 
 
 
 
 













   
   
   
 






  

   
  


 
    

  

     
     

 

  


 


 
  






 
    
        




  
 
 


        
 
      
   










 

























   


 
 




 
   





    

  




    

   


   

 


     


 
 

 

 


 



     


     




  


     


    

    




 
 

 

 
 




   


 
 

 
 


 
 

 
 

 



  


  



 

 

  


 
 


  




 
 

 


  









 
  



   


  





 
 

 

 


  


 



 

   


   


   







 



 



    




 





  










 


   

  




   


   


    



   
  

 
 

 




  


 
  

 

    



   


      

   

 
 


 
    


 
  

  
     
     


      
 

 
   


  
  

   
  

 
     



     
 

 
    


           

    

    


 
 

  
 

     


    



 
  

 


        
    


      
   
     

         

   


          

Records processed under FOIA Request #2016-1099

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



 

 


 
  



  
  




 

 

 


 




 
 
  

 


 

 


 
  





  
   


 






   


 
 
  





 


 
  



  
 


   




   
  

 
   


 




 


 


 


 
 



 


 
 


 
   

 
   
 





 





 










 
  
  
   

 
 



 
  





  
 

  













 








 

           





           






  



  
 
 





   
 
 

 



     
 





 

 




   
  








 

 
 
 
 


  



     
 
  
 


    

  





  

 
 
   


 



 
 


 
 


  
  



  


 
 


  


  



 







 


 





 
 

 


 




 




 


  
  

 
  

      

 
 


 






 

 
 


 

 






       
  



   
  
  


 



 
 

   


   





 





 
   

 

 
 



 
 

 



        








 


 

 







 


   


  
   
   

 











   




   
  
  
   
 
   








 





 


 

         



  

 






 
 


 






 
 
 
   
  



  
  
 



 




 
 
 
 


 





  

     

 
 


 


 


   
 


 





  
 
 

 




 
  






  

   




    





 
  


 
 

  
 

 


 






 




   
 
     





   


      




 


   
  

   


 




 
     

 
 

  




 




      



 
   




 




   
 

      


 


 

    
   





 
   



  



     

 




   
  




 

 


  
  
 
 




       

 
 
   


 


 


     

 
    
  





    

  


 








 
 



 
 
 



 





 






 
 

 








 

 


 


 


     














    









 
     














 








  
 


 


 










 




 
  









 
  





 
 
 


  

   
   






  




 


   
 
 



  
 



 
  



     
 



 





 
 
 
 
 


     
       
 



   

  

 
   


 


   
 


      
 
   

 
  


 


  

  


 


 


  
 

 
         




  


  

        



 


  

 
    




 
 



   
 







   













 

   


    

 


  
   
  


  
 
 
        





  
 

  
 

 
 
 
   

Records processed under FOIA Request #2016-1099

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



  


  
    

 
  


  
 

   
 

 
   


 
       

   


  
 

   

 

 
 

   


    

  

   
 

    

 

 
 

     
 

 


 
    

 
 

 
 

 
 


 

  

 
  
       

 



         


             


   



         

           


   

             
    


       
  



          


   
     


  


 


   

  


      

        

     
            


 
    


  
 

   
      

   


                  


    
                   

  


 


     
  

          
   

 


         
     

 
        


    
  
 

    

 




 
       




 
     

  
 

 


          
      

    
 

   

   

 
      

      
  


 
  

 
      


       

     

 
   

 
 

 
     


  
    

 



  
     

 

    

 
        

   
 




     
   

  
          

 
  


 
     

    
  

  

 

 
  

  


   
 

   
 

 
 


   
 

    
 

  
 

    

      
       

 



  
 


 
   

       
 
             

  



 
          

 


        




        

   

    


                

              
  


 
    






  
   


 
  
  

  
  

 


 

 




   
      

 


  
   

 
 
   
 


  

       



 

 



 




 
 
 


   

  

 
  



  
 
 
 

 





   





    









 




 


  


 











 
 

 



 
 






 
 


 

  

   
   
 

 



  
   

    




  



   

   




 
  



   



 


  




 
 

 

 




  



 


  


 
 
  
 
  

 
  


 

     
   




 
     

   



  
  





  
 


   
 

  


 
 

 


 

 





 


  


 

 



  




 




  
 
 
 

 








 
 






    
 


  
  
  





 
 
      
   
  
   
  


   
  




  




 

 






    
    



 
 
 
    


  
 


 
 




 

        

 

 
    
  







 

 
    



  
 
  
 
 
 
 


   
 


 
             
  
 
   


   
  
  



 
  
 




  


 

   
   
   
 
 
 
 
   

 



  




           
  

   
 
   
 
 



 
           
   
    
    





   





 
 


 


 


  




   


  
 




  


 
  


  


 

 









 




 


  


      


 
 
 

 
  



  
  
 

 

  
  
  
  






 




   





  
  
   
  
 




  






    
    
  
 
  
  




 



  
 
   
  
  



 


 

 









 
   

  
  






  







  
  



 




  


 
  
   
 
  


 



 
  

 
 
 




  


   

 






 


 



 






 
 
 

 
 
     



 
   














 
 

 


 

 




 
  
  
     
     
  
 
 


 
 
  
 
  





 
 


 
 





 



   
   
    
 





  

  
   
  

 

 



  
 

      
 


    

 

 
  
  


  
    
   
  




 
  


 
    


 









   


 
  
      

  




 




    
 
       




  


  
  

   



   
  
 


    


 
 


   
 
  



 
    
 
   
 
 
   
 
 

 




  
 

  

 
 
 
   

 


 

Records processed under FOIA Request #2016-1099

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



  
 


  

 

 

   

 

  


 
  



    











    




   
  



 

 
  

 
    
 
   



    
 
 
 
 
  

 


 
 


  
 




 



 
 

 
  
  






 




   
 
 





 











 









 





 

  



 
 
 
 
 


 





 
  
  

 

 



 
  

 



  

 
   
 
 
 
  



   

  
 





 





 
 









  


     


 
 




    


 



 




 



 



 
 



 


  

 

 
     


 
  
 



  



  




   
  

  
      




    

 



 

 


   
  




      




 


   



   


  
 

 


    

 


 
    
     
 

  

 
  




    





     
     
  
     
 
 




     
 

  





   
       



 
 





  




 




 

  

 
     



 
 




   






      






 
  
 
  
     
  
 

 
  
  



 
  
  

 
 

 

 
 


  
  


     


















 
 


 
 






 





 

  

     





 


 
   




  

 



 

  

 

 
   


 

 



 


 




    




  
 
  





 
 




     



 


 

  

   
  
 



 
 
  
   

 


 


 


  
  

  
 
 
    



 
  
  

 
 
 
       







      


 






 


 





 


 





 
  
  
 

 

 
 
       
 
   

 
 
  


  






  
 

 
 

 


  
 

   

   

      



 



 

    

 
  







 
  






  



 
  


 


   




       







 
 

 

  






 
 

 


 
 


  
  

 


 

  




  
  
 


 



   
      


 


     


       




      




   




        
   




     

 
     





   
      
  

     






     

 


   


  


   
 
 



  

 
   

  

 
  
 
 


  

 

    
 

 
 




 


 
  
  
  


   






    





 

   


 
  
     








 
  
 
 







 

 
 



 
  




 



 

 
  
  


    

       


 


  




 
   


 



   
  

  
  

 


  

 

 







  


 

   



  




 

 
 

 

 



 
 
















 





 
 

 


 
 




 


 
 

 



  


         


        

 

 



 
  




  
 

 










        
  



  
     
 









 







  

 
 
  





 
 

  

    
    



 
 







 


 
    

 



 

 


  
     
  








 
 
 
 


  
 


















  
  




 



 

 
 








 





 




 


 
 


 
 





 


 



  
  
  
     









 


   




       
  


 

  




 

 





     

 
   

  
    
          




 
 


 














 



























 




 






 




 






 






 

 


 


 



 











 




 


   

    


 
    




 

     

 

    
         

      

   
   


         
 

  


  
   


   

        




   


 



   
   
             
 





           


    
  

     


  
 

           


   
 

        
 


 

         


   
  

 
  

   
  

 
    

    

 
    

 
  

  


 

 


    
 
     




 




 
 






 




  




  


  


Records processed under FOIA Request #2016-1099

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





























  


 



 
 


  


 
  



 
  






 




 

 

 
 



  







 




  


 

 








 

 
 
  



 

  

   


 

  


 











 
 
 

 
   

 


 

 



  
 




 



 
 

 

   
 







 
 







  

 


   






  







 



 
 








 

 
 







           


 
 


  

   


 

 

 




 








 
  

 
 





 

  

   
 






 


   

    

 
 

  
 
 







 





 
 






 
  


 


  
  

 
   
 
 



 







 


 
  
    
   
   
 
   
    
     


 

 

  
  
       

 

 





 
     
 

     
 

  




  


 
       
      
    





   



  


  
 

 


 


     

 
 



   
 


 
        


 





 



 

 
  
 
 











  




   

  


  
 




     








    
    
  


 
 



 
 


  









 


 


 
        

 
  



 

   




 







   







  

 

 
 
 

 



  





 



 



  




   

 
  
 




 

  

   
 
  
  







  



 
 

 


  
 




 
 
  




 


 
  





 






 

  




 
 


 
 
 

 
 
 

 


 


 

   




 




  





  



 
 
 

 

 

 




  

   

 
    
    

 
   
  

 

     



 

 
  



 
      
  

 

 

 
          

 
 




 




    


   
  

  
 




      
     




 





 


  
 
    
 


   



  
     
 

 



    




 
 
  
 
 
 
 




 


   


  














 


 



 

 

   
    
 

 



  










    



 





  
 


 

 
 

 
   
 

 
 

   
  


 



 




 
    

 
 


  
   

 
 









 
 







 







 





 





 


  

 
    

 

  






 

 





  
 

 


   
 


 
    



   






 

      


     




 


 

 






 
    



     
 
 


  



  


 
     
 


 



 
 

 
 


     
 

 
 








      




   
 


   





 
 

 
  

 
 




 


  

 
 




  
   



 

   








   
 
 
 

  







  
 




  
 













     

  

  


 
     


  

     
  



  

   
   

















 



  
   





  







  

  
 
   
 





      





  
  

 
    



   



  
   

 
      



 

  
  
 
    
  

 
 
 
     
 
 






     


 
         

    

 
 
 
     


 
     

    
 






   

 

  
 

   

    


  
  

 
  
  



 
   
 



    
 
        
   
         





       




 
 

 
  





 


 





 
 

       
 
 
 
    








 


   
 
 
 
  
 
  
  
        
    
       


Records processed under FOIA Request #2016-1099

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









 
  
       


  






  










 
  



  








  
  


 

 


 
  
  
 



 


 


  
 




 


 
 


 
  
  




 

 


 


 


 
 
  


 
 



  




 
 

 


 


 
 
 


 

  
 


  




 





 






 
   


      

    



 
   

 

   



      
 


 
     





 





 




 


    
 

  









  
  





 


     







 

     




     
 

   



    
  

  





  
 

 



    

  
 

 



 
   
 

  


 


 
 
 
 
  


  



 
  


 



 


 


 



 


   
 


  





  
 
  




   







  
 







 

 


 


 
   





  
  



 











 

 
 
  







 





  
  
    
  
  

  
 
 

    






 
     
 

 

 



 
  
    
 
     

  



  
   
  

 

 
 



  
 


 
  


   
 
 
   


 




 
 



 
  
 

 
  







 

 
  
  
    
 
 
  


  
   

 

  

 
 
 
  




 

     




  

      
  

 

 






    

 
  
   



 
  






 



 
  


  

 

 



 
  

   
    


   




 




 
  


    

 










 
 
 

   
  




 

   


 





  



 





  


 


 


    

 
   
 
  




     
 
 


 
  
 
     

 
 
 


  
 

 

 
 




  

 
  





 
 








 





  

 

 


 

     



 


  
   
  


Records processed under FOIA Request #2016-1099

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























 



  







 





 


  


 
  





  
   


  


 



 
 


 
  




 
  


  


   
 



  

   


  
  


 

   

 



   


   

    

    




 

 
 


   


   








 
 
  













 


  










 



  
  
   


 


 
 

 
   
  


 

  

  
   
 




 


 

  
  




  

 


 
 





 

  
  



 
  
   
 
 
   

 








  

 

 

 


  
 


  
 
  
 

 
 
 
  



    

 

  
 

 



  


 


 
 
  

     


    
  

 
  



   





   
      





 



 
  
  


   
     





 




 
 










 
  
 
  

   
 
















 
 




 




  







 
 




 
  
  
    

 

       
 



   

  
  


 
  
    
  



 
  
  

 
  




  

 
 
     
 

 
 
  
  



 
 
  
 


 
 


 
  
 
     
 


  




 
   
  


  
   
  
 

     
 
 
 


 
  

 


 
 
   
        
 

 
 
 


  
  
 
    
 
  
  




     







  
  

 
  




 
   

 
  
  



   
    
  


  
   
  
  
 





Records processed under FOIA Request #2016-1099

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



 

  

 
  



     

   
 

 
  

    


    
 


          
 

     


  
 

 
   


  
     

 
 

    
 

       


  
  

           
  

 

         

 
 

    
    


   
          

     


  
 

 
 


        

 


   
 


              
 

  
 

 


     
       

 
 

   


  
       

 



  

  

 
  


      
   

    
 

 
       


   
   

   


   
  


    
 

 
  

 
    

 
  

    

       

 
        


      
 

  
             

 
    


       
   

  
   

  
        


 
 

         
  

  
         


           
 

                 


       

          


  
    

  
  

 

   
  




   
 

         
 

      


          

 
    

 
    

   
  


    
  


     
 


       
  

 
 


      
         

  
  



             


 
      

 
  

  
    

  
 

     



 

           
      

   
 


 
     
    


     
 

  
         


 

 

  
   

     
 


     
  

  

 
  

   
   

 
 





    
 

    

 
 
      

 


 
  

    
   

       
 

 


 
     

 
        

  



 

 


          
 



   


        
  

 
   

 
  



   
       

 
   


   
     

  
       

      
 




 

 
         
   




         

            




 
  


 




     

  
 


 



 

 




  


 


  



 
  


 




  
 



  
   
 

 


  
  




   
 
     






 
    


 
 
 
  
  


   
  

   


     


 





   



  
 

 
  
   


  

 

   


 






 



 

 





  



 
  
   


  
 


 
 

      
  


   
 

   







   
 
   
  











  


  
  
 
   
     

  

 


 
  
   
   
  

    





  








 


 




 



 
  




 
 





 






 
  





 
 
 
 




 






 





 
 
 
 








 
 






 
 



  
 


 





 
 
  
  







  

 
 
 



 

 
 
 
 
  




 
 
 

 
 
  
 

 
   
 
 
 
  
 
  




     

 
  
 
  

 
 


  
  
   
 
    

  

    


 

  






 
 
 
  

 



 
 

  


 
    
   



  
  
  



  





  
   
   
  

 
   
 
   
       

 
  


 


  
 
  
 

 


 
    


 
 






 



 

  




 
 
  



 

 
 


 



  


 



  


 



 















 

 



 













 
 



 
 

 
 


   
 
 
   
 

  
 
 
 
   
 
      
    
  
      


    

             

          



 

 
           

 


     
  

    


  
      

  


      
 

 



 

  
 


 

    
   
 

 

     

     


   
 

    
 

 



     
  


       
   

 

            




             



   


  
 


 
    






           

  

 
 

 
        


  
 

 
   







   
  


     
 

    

              
 

 
   

 



    
  

  
     

     


        

 

   
 


  
         


   
 

 
    
  


           


        
            


    

                


           
        




     
 

        
   


        

   

 
    

 
     
        

    


 
     


 
        

 
   
    


    
    

           


 
  


 
       

  

 

 
 

 




       


 
 

            

  
         

 

    
 


             
 

         

Records processed under FOIA Request #2016-1099

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
































 


















  

 


 


 


  
 


 
 


 


 


  


  



 




 

 


   

  



  


  

   




    
 

   

  

 


 





 





Records processed under FOIA Request #2016-1099

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



  



 
  
   



 

 
   
 
 
   

    

 

 

 
      

 
          


 
           


 
 


     
 
 
      
  

 

 

           

         

   
 

    
 



         


 


 


 
 
 
   
  




  
 


 



 
  
 
 

   
 


 

     

 

 


        
 
 
 

 
 
    



   
 

        
  

   

 

   
 


   
 
  



 
  
 
 
       

 
 


 

  

 
 
 

  
    

 
 
  
  
  
  



 








 



 


 
     


 
 
  



 

 
 
 
 


 





 

 
   
  
    


  
  
  


         
     


 

 
   

 
   
 

 

 
 



 
  

  

    
  

 
 

  
 
 

 





    

 
    
    


  
    


 
              

   
     




     




     

 
 


 
 

 


           
     


            

 
     

       



     


 


   
 

    
 

 
     


 


   


       
 

    


  
           


        
  

  


     


 
 

        
   

    

  


        

 

    
         


  
     

   
 

     


 
  

   
         

 
 


       
 

      
  




 
           

 
  

   

  

 
  

     



       
 

 
 

 
 

  



                




              

 
 


     
 

 

  





 



 


     
 




  
       

           


 
   

    

   
 

     
 

 
  


 
     

       
  

 
 


  
     



        


      
 

     


                  

 


       
 

 
   


  
  

 
  

 

     


  
           

 

  
      
 

             


            
   

 
 


   
  

    
       

    


   
  

   
  

  
 

 
 


 
              

  



        
           
       


  


   


 
 
   

 



 

 

 
 
 
 



   

 
  


  

 




 



 


  






 
 


    

 



 

 


 

 


 

 




 










 

 

  





 

 
 
 








 

 



 


 


 

 




 
  
    
   
 

  





 

 
 
 
  


 


   



 
 

  




  


  
  
 
  


  






  


 

 
 
 
 
 
 



 



 

 








   



    





 
  

  
 


    
   

  
   
 

  

 
 
  



     
  

 




   


 









 




 
 


 


 

   

 

 



 


 



 


  
 


  
 
 



 

 
   

 







 





 





 



 
  


    




 


  


 




 

 





   




 



 
 




  

 
 
    

   



  





  


 








 
   
 
 


 
 
 
 



 
 





 
  



 


 
 







 


 




  
  


  



 

   
 







 

 

 
   
 


  
  






 
 


  


 





 







 


  



  


  
 
 
 

 


  


 



 

 



 


 


  




 




 
 


 

  


  


  


 


  

  

    





     

 
  
    




  



      
 
   
   


  
    





 



 
 
   







   

 


 








 
 
 






    


  

  
       
  



     
   
 
  

   
  

  
   
 
 
  

 
 

 
  

 

  
 
     

        
  
 

   

    
 

 
   

          







  
 

 
       
 
       

 
        


  
    

         

  
  

















 



 

 
   

 
 
    
 
  
 



 

   
   

 

 
  
       
 

  
   




 

 
 

 
 
 


 








 



 






 
 




 
 
 
 




 
 
  
 
 
  
 






 
 
 




 

 

 



 
 
 
 

 
 
 
 













 
  
 
 

 



  



  
 

   
  



 







      

  
     



 







 


    

 
      
   
          

  
         

         

                  

Records processed under FOIA Request #2016-1099

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



 
    


   
  

  
    









    
      


 
  

   
     


    


 
 

  
   

 
   


      
    


 
 

          


 

       
 

 



 






      
  

  



 

    


     
    


 
      


            


      
 

    
 


  





    


   
 


 
    



 



     

 

 

 

 

  

 
  


       
     


  
 

   


      



      


   
 

 

   


     


 
    


    
 

 

  
 


 

  



 




       


   


     
  
    

 
 


          

     


 
 

 
    


         
  


 
 
   

 
   

 
 

    
 


    
  

 

      


         

       


 
 

 
       

  


    


        
 

      


 

 

     
    
  
 
 

  



          


   
  






       
 

  

       

 


 
  

         

   








   
 

  
  



  

  











 
  
 


 


 
 

  

 





 
 

  

 


 
  
 
 


  
   
   





    
 


 
    


 
 
 

  

 

  


 

 






   


  



 


  


 
 
   
 

 




  

  


   

 

   




  
  
  




 
 



   


   


 

 
    


  
   






 
   

 

  


  




 
 
 
  
 
 






  
 
 







 







 

 
  
 




 











 



 


 




 


 
 
   
 
   
  



  





    
 
  
  


  


 

    




   




   

    

    








   

 



 
 
 
     




  





   






  
   


 
 









     
 
   
 
    



 
 


   
 


 

   


  
   
 
 
 
     



    


  
 
     






 
  
   



 


 
   
   


   
 
    



  


   





 
     

 

    







 

 

 


   
 
    

  

 
       
  

 
 
 


  
 


 
    
 
       




     



 
     
  
 

 
     
        
 


  
  


  

 



    

   


  



 

     
  


      

      


     




 







 


 



 


 



 

 



  


 

 






  

 


  

  

  







 



  




  

 

 





























 


  





 


 



  

 


 
   


   

 


 


   


     

  

  
 




   


   


 
  

 



    

     


   
  
  


 
    


 
  

  
 

 

   


       

  

    



 

  


 

  


  











  

 
 





 

   
 






 
 







 


  
       



  



 




    
 
 


     


 
    
  





    

  


      


  



 
      





 


     





 
 
     

   

 
 
 

 
 
   








 
 
 



 






   
 
 
 
  

 





 



 
  

 
 



  




 

   
  








   
 

  


    
  
 

   




 
   


 

  
 
 
 




  



 






 
 
 

  


 
 


 
  


 
 

 

   
    

   
  



 
 
  

  
  

 
 





   


 

  




  
 
     

 



 
   
 
 


   
   
  
   
        



   
    
    

       



  
  





 





 

 
   





 


        
  


 
      

 
   

 
      




   
 


 
     

 
  



    

 

 
   


 
   
  

   
  
     

 
 

 


     
  
     
    
          


    




      
 



    


 
     


 
  


    


    
 

   



 
 

  
  

 

  

  
  







 


 
   


     
  




     
   




     


       


    
    




  



       
 


       


   



  
  
 

 
  

 

 
      


 
  


 


 
 

  


 


 

  




   

 

 


 
  



  

 

  


 
 




 
  





  
 

 





  
 

   
  


   

   


   

  


 
 


   


  


  

  


   



    

Records processed under FOIA Request #2016-1099

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



 
 

 
    


       


              
   

    
  

 

 



 
    

 
 

        
      

      
      


      
 

       
 
          


        

   

       
      

   

                  


  
 

   
 

                     

 
 


    
 

                
       
      


    
       

 
   


   
  

 
 

 
       

  
 
  

 
    

 
  


    


   
  

    
   

 
      

 
   

  


  
 

 
       
         


    

 

 

 
          

 

   
      

  
 


    
                

        

   

 
                 

     
                     

   

       
 

 
 



 

 
          

  




   
         
 

     
   




    



       
 

     



 
  

 
       




                        
 
          


       


 
 

  
 

   
  

 

 


              
  

 
      


  
            


   
  

           
   

  
     


             
  

  
       


        
  

    
        

 
      


 
 

  

 
   

  
  

  
 

   

  

   
 

  
 

 


   
         
    

       


    
 
 

       

    

        
 

        
 
   


  

 

  
 

   
   
        

 



   
 

         
    

 
          


        
 

             
 

      

      

    
 

              



  

 


             
 

  
  

 
 

  


 

       

         

   


   
 

  
 

   

 

  
 

                      


        
 

     
  

 
            

 
 


   
      

           



 
                   


   
   


   





 

 



    
  

   
       

  

                   

    

     
 

   
  



      

 
      


  
     

   
  


 
 

 
 

      


 

 

 

 

      

    

    
    

    
   

      


  
 

 
 

 
    

              
   


                  
 

 


  
 

   
   

   

              


       
  

         
 

    
 

 
 


   
        

  

       

 

     
              

 
  


       
   


      
   

       


     
    

         
 

  
   

     


      
  


            
  

    
 
       


   
 

 
      

 

   
             

 



    
   

 
 

 






           

  
 

 
 

            



 
 
    

   


     
    

 
 

  
     

 
    

  

  
 


  
           

 
           

 
 
 


  
 

     
         

 
    


 
         

       
           


  


           
            

   

 
  


        


 

          


  
              


    

                     


    

 
 

 
  



 


         
 

             
 


      
 


 
 

    
 

       
   

 
    


        

 

 
             


                      

 

       
 

   
 

 
  

 
 

  
     


                       


 
   

 
      

 
 

         
  




   
       

   
              


    
  



   


 


    
 

 
      

 
 

    
  

      


      



   
    

   
            


    
      

 

    
 

               


 
  

 
                           


 
 

 
        

 
 

   

 
      

 
   

 
     

 
 

 


 
    

 
      

          
   




    
            
 

      

    

 
     

   
               


 
  

              
        

  


                                 
  

Records processed under FOIA Request #2016-1099

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



 
 



  
   

   
   

 
 


      
 

 
 

     

  

       


        
 


   



     
 

 
 

 
 

   


 
      

  

         



 
 


    
   

 
    


        


     




      
    

   


        
 

 
 
  


         

   


        




   
 

  

     

   
     


  
   

        
 




  
 


    
     

      

 
         
 


 


   
   

        
 

 



                    


   

  
   



 
    

   


  

 
      

  
  

 
  
        
    
   

     
 

  
  
     
  

      

           
 

          


    
 

 
 

  
 

     
 


  

   



        

     

  
 

       



  


   
  

 
     


    
 

    
 

 

 

 

  


 
   




   
 

        


  
  



  
        

   

   

     
  

 
      


     
      


       
  

   



            
 

   


    
  

 
  

     
 

   



     



          


      


 
 

  
    

 
      


    
 

  
 
 

    


  
     

 
  

 
 

     
 




         
 

 

 

 

 
  

 



 

    

  

  
      


    
 

  


  
 

 
     


  
  



      


 
  

 


  
 

          


       

 

        

     


  
 

    
 

 
       




          
 

 


           

 

       


               
  




   

         

   
  


  
        

 
 


       
    


 
 

     
 

      


   
       





      


 



   
       


       

  

 



 

   

        

 

 

     

  

 
   

  



 
 




   

        


    
   

 
  

   
 

 



       
       



  

       


        
 

   
 
    


      
   

    



         
  


 
    

  
 

 



     

       
  

 

      


 
     

 
    

   
 

 


              
 


          
   


    
   
 

       

           
 

           

  


 
  
   


   
     

 
        

    


 
  

  
 


 


            
 

       
 

 
      

 
 


  
   

 
                

 
 

 
     



        

                   


  
                 


  
 

  
           

 
 



 


 
 

     


   
    

          
     

  
   



 

          

               


     
  

   
          

 
        


        
                

 


                      
      




            
 

         
    


    
        

  
  

       
        
  


 
     

 

 
   


 
                             


  
   
 

   
 
     
    



    
 

   
             

 
          


 
 

  
       

 
              

   
     



     


 
  

              
            



  

     
  

   
           

 
   


      
 

  
 

  
           

 
       

 



                                 


 
 


         
 

  
   


    
 

   
            


    
      


    
 

 
 

  
          

         
        

 



  
 

 
       

      
  

          


   
 

    
 

 
 

 
        

        

                    


      
          

       
           


 
         

 

 
              

  
  


   
 

      
 

  
       

 
 

    
 

 
 

  



      
                    
 

    
         

                


 
        

 
 


         

   




  
    


     
 

  


    
             

 
    

 
 


     




  
  

 
     

 
  

 
      

     
   




  
   

       
 

        
             


    
     

 
         

                 


  
  


    
 

  
  

 
 

 
      

 
               
                               

Records processed under FOIA Request #2016-1099

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





   



 
    


 


 

 


 
 







  







 
      

 




 

     


 



 

  



    
 


 
 




  



  
 

     
  

 
 

 


    


 

 
   

  
   


    

 

  
   

 

    




     

 



 




   






 




  

 







 

  





   





  

   


    



 
 
 






 
  
 
 


 


 


  

 




   




  
   


 


 

 
 
   



 


 
   


   


 

 



  






 
 





 

 
 
 
    
 
 
   

 
 
 
  







 
 

   
 

 
  
 


















   
 


 
     



 



   


 




 
   



 

 
    






 


    




     








 








 


  

  



 

   

  




   






   


   

  
   


  

  

  
  



 
  
  

  

  



 


 


   

 


 
  





 
 



 


  



 

 




 


 

 


 




 
   




 




 
 



      
  
   
 





  

 
   





  
  








 
   






 
 




 
 
   

  

 


 


    
  
    
 
 
 
      
     


 
   
   




  





  


 


   
 

  


  
  


 




  



    
 

 










    





   
  








 


 









      


 
   
         


   
    
  

     
   
 

      



  
        

 


    

    




  

   
 

   





  

 








  
      


 
  


    





 
  

   

  
  
 



   

 



 


      



 

      

     

 


  
  
   

  



 
 









   

     
  



   
 
  

  
   





 

 






 
 



       

   

 

 









 


    

   
 


  
 

   
  







  

     

 




   
   




   
 
    






     
  


 



 



    
 



 


 











       

 





 


    
    


 
   
       



  


     


     
 
 

 
 
 
 
 
 


 
  
 
 
  
 
 
  
     


Records processed under FOIA Request #2016-1099

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



 




 





  

 


 






















 

 




 









 









 




  
 
  

  


 




 

   


  



 
 
 






 


 

  



 



 
 
 









 






   


 
 


 




  
  







 
 



 
 














 




 




 
 


 
 


 

   


 


 
 



 
 
 
 









 
   
   
 


 


 
 


   


    




 
  


 
 
   

 

 


 
 
 
  
 
 
 
 
 



   

    
   
  
   
   


    
   
  


 















 
  
  



 
 
  




  
 
 
 


 


 
 


 

 







 


   

  


  


 



  




 


 

 
  
  
  






 



 
 
 
 


 


 
  



 
 
 
 
 
 
 
 
   





 

 


  




 







  









 
   

   




 





  

  
 






 


 




 




   


  


 




 



  




 
 

 


 



 
  


  
 


   



   
   





 


 



 

  
   
  
 















 


 

  




 


  




 









 
 
 









  
 





  


  



 

 


  
 

  
 


   
 

 



 
 


 
   


   

 

 
 


   
   

          




 
  




  


   
    


 
 

 
 



 

 


       




       
     

    


   



  

       


     
  

 

  


 
        


   

Records processed under FOIA Request #2016-1099

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


































    


 
   

 
 


      
 

 
  



    

 
  


 
 

 
 

 
    

 



 
 

  

 


 
 

   


  
    

 
 

 


 
 
   

 



  
  

  



        
  


        
   

 
 

    

  
   
          


        





























 


     

   


  

 

   


         


      





             


   
       


 
  

 
  

    
 

  

 

 

          
 


     
   
   



 
 


  
  

  
     

   


 



 
   

       
  

  


         

 
    


          
 


Records processed under FOIA Request #2016-1099

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























































 

 









 
 




 

 




   
 
 
 

 




 


 


 
  

  



 
 
 








 




  

   

   


  
 




 


 








 
 

 



 
 






  




 









  



    
 
   




   
 

     

 



  





  
  
     


   

 
 



   
   



     

     
 
  


  
 
  






 


 


 
   










 

 


  
 


 

     
 







  


 

 
  

 
  
    


         
 
  









 

     

     

 

 






      
 
  







 



     
  




 
   


 
 





  
  
     



  
 
  





 
 
  
 
  

  
 
  





























































































 

 





 











































 


 




 

 



































































 









Records processed under FOIA Request #2016-1099

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



 


 

 


 


 

 





 



























 




















 




































 
 


 


 








 

 






 





  

   



    

 


 
 
  

 






































 




 


 












 


 






 









 

 

 













 
 







 
 









 





 

















































 


























 
 






























  

 

  



 


      

  


     
 

  

  

      
   




   




 
 

   
  


 
  

     
     


 
 


    
  
 
         

 




               


          



















 

 


Records processed under FOIA Request #2016-1099

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




















































 











 







































 



 


   


  






 

 




  

 






 


 
    

 




 
 
   





   




  
  







 



 
































 





 



































 
 

 
 

 
 










  



  



  


  
 





 
  




 







 
 




    


     



 












































 





















 





























































Records processed under FOIA Request #2016-1099

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






























































 










 
 






 
 
 
 
 



 
 










 
 
 
 
 









    


 




  

     
 



  
  

  


 

 
 
 
 

   
 
  







  

 

       















 















 





 





 































       


       

    


 

  


    
 


  
  

  
 
       


          

  























































Records processed under FOIA Request #2016-1099

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































































  


 


  






  







































































































































































 












 
























Records processed under FOIA Request #2016-1099

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






































 
   

 
 

  

   

 


 





   

    


  
 

 


 



    
 


  
 

  
 




       

  


 



       

 

   

   

  


 




 
 

 

 
  



 


  

     
 


















 
 
  

 

 


     





 
   


 




    
 

 

 

 

 
 

  

 
 


 
    


   


   


 
    


  



      





 
  

    




      



 

   


   
 

  






     





 



 

 


 


 



  


  
   

   

 

 



























 




 

 




 

















 













 
 

















 










 


 


 











 





 

 

 












 


















 











Records processed under FOIA Request #2016-1099

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



  
          


  
  

 
 

      
  


  

 
   



   
   

 
 

   




  

 

  
 

 
  

  
  


    

 

      
 

              


 



   
       


 
 


    

 


          
 


  

   

 
 

 
 

  
 

  
 

 



      
 

      
   

 
 




    
     


            



 
   

 
  

  
   

       



  

 
  

  

 


  
     


      
    

   

 



 
  

 
  

 
     

 

 

 
 

  
 


     
  

   
   

  
  


    

 

 
  

   

    
 

  



   

  
    

     
 

                 


                 


  

  
    

 
 


    
              


          

 

 
     

   

 


        
    

   

  

  
  




  
 

   
  

 




 
    
 

  
 

  
  

     

  


 
  

 
  


  
   

  
     
 




 
            

 
 

 
 

 
 



  


 
         

  
   

 

       
 
     

 
   

        

      

    
   

  
   

 

   

 
  

 
 

      
 

       


  
       

 



        
     

 
        



  

    

          


                     







 
 
 


 





  
 
 


 

 

    




 
 

   



 


 


 
 






   


 
 

     


 

 
 

  


     




 
 

  
 

 
 

 


 
 



 
     

 
 


 
 


   

            

 

 
 



   




       
  


      


       


    


 
   


 
  


 


 
   




 



   



     

 

 
  


     


 
 

 

   

 

 


   




   
 




 
   

 

 



  
 

   
 
 

    
 

 



   

  

  

    

   


 

    




     


  

    
















 


 







 





 




 


 


 





  





  

   

 





 
  


  
 

 




   
 





  
 

 




  



  


   



 

  


  

 


   

  


  
 




   


  













Records processed under FOIA Request #2016-1099

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



  
 

   


 
  


   


    
 

 


 
  

    
   
    


 
   

      


     
 

    


  
 

  
    


  
 

 
   



 


    
 


  

 

   
 
  
  
 

 
 

 
       

 
   

 


  
 



 

 




      

 

    


     
  


     
 

   

      
  

   


   


         
 

 





  
    

 

  



     
  

    



   

 

 
    

 
 

 

 
 

    
        

 

 
 

 
 

 

 

 
           

 

 

    
  
 

     

  

  

 

     
 

  




  
 

   

       

 

 
  

 
   

   
     



  

 
      


     
 



   
         

 

       


 
 

 
  

    


         
       

  

  




    

 
    

 
 




 
 

           
  



   
 


  
   

 
 


   
 

   
       


 
     

   
  

 
 

     


 
   

 


     

 
      

 
 


                 



 
 






















 

 

 

 






 






 




 
 






 



  



  






 






 









 

 
  

 
 

 
 
















 

 



 



 
 
 






 
 










   




 


  










  
 







  




  

 


 




 

  
  






 
 


 






 


  
 



 
  
 



 
















 
 
 
 


 





 
   




  

 



 
   








 
  

 



  
 
 



















  
 
 
 


 
 


 




 
 


 


 


 






 
 


 


 

 







  
 

    
 
 
 



 



 


 


 
  
 
 



 

   

 

 

 








 
 


   
  









 




 
 
   



  




 




 
 


 
   





  


 
  




   

 
 
 
  
 
 
  
 
   



 




 



 





 





 



 
 



 


 





 

 
 

 

 





  




 

 
 




 





 






 



 


 




 


  




 

  



 

 
   

 
  



 







 


 
 


 
   





 

  



 
 
 
 
 







 




 
 




 






 




 











 






 
 
  



 



 


  

  


 
 


 





 
   


 
 

    



 








 











  
  

 










      

     
 
  

  

 



 


 


 
 












 
 




 



 

   





  




 
 


  

 
 
 



 
 


 




















 

 
 







 






 
 


 



  

 

 










  


 

 







    





  



























  


 
 


 








 
 

  



 
  

 





  
 





 






  
 
 
     
   
 
 
 
 
 
 


Records processed under FOIA Request #2016-1099

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







 
 



  











 







 





  
  

 
 

          

 



  
        

       
 


   

 
    

  

 

 
  

 
       


       
  

   
      


 

 

 
    

    
 


 
 

  
    


 
       

  
 

 

 

  

 
  


  
           

      

  

 
     

  
            


    
       
 

  
   


 

  

 
   

 

  
 


      
   

  
 

  

  

 
   

    
 

 
      


   
   

 
 

  
  

  

   


   
  

      
   


  
 

  

 

   
  

       

    

        


                



  

  










 




             


  


     
    
    

          
  

 
  


               
      

 
 

 
 

  

 

     



  
     

 
 


   
 



      

  
    


  
 


 

  

       

   

 
 

 

   
      


    
      



     

  
  

 
            

 
  

   
   

        

       


      
  

 
    

 
    

 
   

 

 

  


 



            
 

        
                   

    



 

    

 

 
   

 
  

  
     

 
   

      
   



 

        


 
     

 
  

  
      

    
   

 
    

 

  

 
   

   

     

 
            
 


        
 

         
 

 
  

          


     
 

               
 

        

                                

  


    
   


Records processed under FOIA Request #2016-1099

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



























































 


































 


 


 


 





 








 





 

 

 




 


  






 


  


 





 




 
  


 



 

   



  
 





 
 
 
 

 




 


   


   








   

 


 











 

 

 



  




 


Records processed under FOIA Request #2016-1099

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



Records processed under FOIA Request #2016-1099

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



         


  

  


  

  

  


   


 


     


      




       

   


        




      


         

          


         

        


          

      

Records processed under FOIA Request #2016-1099

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




