
 

    
      

    
   

   
  
  

   

  

    
     

     
    

   
   

   
   

  
 

          
      

    

             
            

             
                  
               

               
                

               
       

           
                

              
             

              
                

             

               
              
             

             

      

   





 

 

 

   
  

 

        

  
    

    
     

   
   

  
     

     
  

   

 
  

       
   







 

 

 

  
   

  

       
    
    
       

      
      
    

 



 

 

 

  
  

 

  

 

               

              

             

              

            

              

             

            

               

           

             

              

               

           

  

             

             

                

                

                

                

             
            

                 
       

       

          



 

 

 

  
 

     

          

                   
         

             

                

             

                  

       

     

        

    

             

             

         

       

      

   























 

 

 

  

 
    

                

              

              

          

               

                

             

             

                 

    

              

            

               

             

                

              

               

         

  

                 
                  
             

            
 

             
                  
           

               
   

                
                

               
         





 

 

 

  

  
   

              

             

               

               

              

             

        

              

                  

              

            

            

              

               

              

              

            

                

               

            

              

               

                

   

                  
             































 

 

 

  
  
    

                 

     

                 

                

        

            

             

            

              

 

             

           

         

     

             

              

            

               

       

               

               

           

              

                 

              

               

               

 











 

 

 

  

  
   

               

               

                

                

   

  

                
 

               

                  

            

               

               

                

                

               

                 

           

               

                 

                  

               

                     

      

        

       

  

                   
         



 

 

 

  

  
   

               

                 

             

  

                

             

                 

                   

               

            

                

                

                   

      

   

               

                 

              

             

                 

    

       

               

                

               

                
               



 

 

 

  
  

    

                

         

             

            

              

                

            

              

               

              

              

            

               

               

                

                   

             

                

              

             

             

            

               

   

               
                 

                 
           

               
    

















 

 

 

  

  
  

  

 

  

   

 

 

 

 

 

           
          

           
     

  

             
       

            
  

          
             

           
               

     

        

           
 

          

        
 

            

     

             
       

 

           
 

               
          
          



 

 

 

  

  
    

  

  

  

 

  

           
            

           
      

  

             
       

            
  

         
           

           
           
                  

 

          

           
 

          

         
 

           
       

   

 

             

               

               

            

              

              



 

 

 

  
  
     

              

             

           

              

               

              

                

                  

         

            

               

                

              

                 

      

                 

             

               

                

               

              

                 

 

 

       
             
   













 

 

 

  
 

  

 

  

            
            

      

           
          

           
            
           

            
  

         
           

             
            
          

              
            
           
  

           
             

           
          

          
           
          

           
         

          
           

    

        
   

   

                 
  



 

 

 

  

  
     

             

              

               

             

                

               

              

           

               

                 

              

 

 

  

  

 

 

 

         
        

 

              

  

           
            

            
           

         
          

             
               

      

        

          
     

       





 

 

 

  

 
  

 

 

              
              

          
 

           
              

 

            
    

          

   
              

           
         

            
           

             
  

       
         

          
              

         
             

  

  
         

              
            

            
           

          
             

            
          

           
         

           
     



 
  

 
  

 

  

       
              

          
            

             
              

           
              

           
           

           
    

             
              

            
           

        
       

  

              

 

              

             

        



















KELLER AND HECKMAN LLP 
Serving Business through Law and Science* 

1001 G Street, N.W. 
Suite 500 West 
Washington, D.C. 20001 
tel. 202.434.4100 i 
fax 202.434.4646 

Writer's Direct Access 
M e l v i n S. D r o z e n 
(202) 434-4222 
drozen@khlaw.com 

June 24, 2014 

Via Electronic and U.S. Mail 

Dr. Thomas Hendricks 
Biologist 
Ingredient Safety Team (HFV-224) 
Office of Surveillance and Compliance 
Center for Veterinary Medicine 
7519Standish Place 
Rockville, Maryland 20855 

Re: AGRN 000-016 GRAS Notification for L-Methionine From a Modified 
Escherichia coli K-12 

Dear Dr. Hendricks: 

We are writing to inform you that Roquette Freres has transferred to Metabolic Explorer 
all rights, title, and interest in AGRN 000-016, the GRA.S notification for L-methionine produced 
from a genetically modified Escherichia coli K-12 that was accepted by C V M for filing on 
January 3, 2014 and currently is imder Agency review. As provided in the enclosed, there will 
be no change in the identity or manufacture of the product as described in AGRN 000-016 and 
MetEx reaffirms the claim of GRAS status for this product on the basis of the information and 
data provided in the Notification. 

In light of this transfer, we hereby respectfully request that C V M replace Roquette Freres 
with "Metabolic Explorer" as the notifier of AGRN 000-016 and to list Metabolic Explorer as 
such in the Agency's Current Animal Food GRAS Notices Inventory. We also request that the 
Agency acknowledge in writing that Metabolic Explorer is now recognized by C V M as the 
notifier of this Notice. 

For the Agency's records, we provide below the details for the contact at Metabolic 
Explorer: 

Washington, D.C. Brussels San Francisco Shanghai 
w w w . k h l a w . c o m 



KELLER AND HECKMAN LLP 
Dr. Thomas Hendricks 
June 24, 2014 
Page 2 

Mr. Antoine Darbois 
Secretaire General 
Biopole Clermont Limagne 
63 360 Saint-Beauzire 
France 
Telephone: +33 (0)4 73 33 43 00 
E-mail: adarbois@metabolic-explorer.com 

Please note that Metabolic Explorer has retained Keller and Heckman LLP to act on its 
behalf in matters relating to AGRN 000-016, so please continue to contact me if you should have 
any questions or concerns as the Agency completes its review of the notice. 

We trust that this letter and its enclosure form a sufficient basis for the Agency to proceed 
with this request. Should you need additional information, or have any questions, please do not 
hesitate to contact us, preferably by electronic mail or telephone so that we can respond as 
quickly as possible. 

Sincerely yours, 

Melvin S. Drozen 

Enclosure 

cc: Mr. Geoffrey Wong (via email only) 

en <y 



met ex 

Dr. Thomas Hendricks 
Biologist 
Ingredient Safety Teann (HFV-224) 
Office of Surveillance and Compliance 
Center for Veterinary Medicine 
7519 Standish Place 
Rockville, Maryland 20855 

USA 

Saint-Beauzire, on June 24*^ 2014 

RE : AGRN 000-016 GRAS Notification for L-Methionine From a Modified Escherichia coli K-

Our ref. : AD/NF 2014-062401 

Dear Dr. Hendricks, 

The purpose of this letter is to inform you that Roquette Freres has transferred to 
Metabolic Explorer all rights, title, and interest in AGRN 000-016, the GRAS notification for L-
methionine produced from a genetically modified Escherichia coli K-12, which currently is 
under Agency review. 

We affirm that all information and data provided in AGRN 000-016 is complete and 
accurate, and that there will be no change to the identity of the notified substance or its 
method of manufacture, including the described genetic modifications to the Escherichia coli 
K-12. Consequently, we reaffirm the claim of GRAS status included in AGRN 000-016: 

Metabolic Explorer has determined that the use of L-
methionine 85%, produced by a genetically modified 
Escherichia coli K-12, for use as a nutrient in animal feed is 
Generally Recognized as Safe based on scientific procedures, 
and is thus exempt from the premarket approval requirements 
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. § 301 et 
seq.). 

\ 

METabollc Explorer - Biopole Clermont Limagne - 63360 Saint Beauzire 
Tel. +33 (0)4 73 33 43 00 - Fax. +33 {0)4 73 33 43 01 

E - rM i . contaa'&iretaboiic-expiorer cor^ - Web. .wajijyetabol'C-eipiorer -
S A au capital de 2 . 2 2 6 . 1 5 0 , 0 0 euros . SIret 423 703 107 000 IS . R C S C le rmon t -Fe r rand 4 2 3 703 107 . Code APE 7211 Z . VAT F R 9 0 4 2 3 7 0 3 1 0 7 

bo 



met ex 

We trust that this letter forms a sufficient basis for the Agency to transfer the rights 
to AGRN 000-016 to Metabolic Explorer. Should you need additional information, or have 
any questions, please do not hesitate to contact Mel Drozen of Keller and Heckman LLP on 
our behalf. 

Cordially yours. 

Antoine Darbois 
Secretaire General 
Metabolic Explorer 

\ 

METabolic Explorer - Biopole Clermont Limagne - 63360 Saint Beauzire 
Tel. +33 (0)4 73 33 43 00 - Fax. +33 (0)4 73 33 43 01 

E-mail. vn'iait'S'iietaboi^c-eip'crer.c^ • - Web. .'.'.vjy^riie-.a.ci . •.•.-pio-er co-i 
S A au capi ta l d e 2 .226 .150 ,00 euros . S i re t 4 2 3 703 107 0 0 0 15 . R C S C le rmon t -Fe r rand 4 2 3 703 107 . C o d e APE 7211 Z . VAT F R 9 0 4 2 3 7 0 3 1 0 7 
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