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to recombinant human proteins used in pharmaceutical applications, including protein 
products used as injectable human drugs. 

Extensive purification steps remove viable cells, cell debris, and protein and peptide 
particles. Extensive PCR testing demonstrated that no residual DNA from the genetically 
modified E. coli production strain was present in the final 2′-FL product.  

The 2′-FL of Inbiose produced using E. coli K-12, has received EU novel food approval and 
achieved GRAS status from the Food and Drug Administration in the U.S. (GRN No. 7495 and 
8976). The GRAS approval of 2′-FL produced by genetically modified E. coli K-12 K-12 
MG1655 INB-2FL_03 is pending (GRN 10917).  

This application is limited to the approval a new source organism for the production of 2′-FL. 
Consequently, the General Procedure, level 1 or 2, is the appropriate procedure to be 
adopted in assessing this application. 

Inbiose is requesting exclusive permission for its brand of 2′-FL, using the brand name 2′-FL- 
Inbiose, to be added to infant formula products. 
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=749&sort=GRN_No&order=DESC&startrow=1&type=basic
&sea rch=749 
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=897&sort=GRN_No&order=DESC&startrow=1&type=basic
&sea rch=897 
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=1091&sort=GRN_No&order=DESC&startrow=1&type=basi
c&search=1091 




