








Addendum to: Petition for the Addition of Oat Protein Concentrate to the National List 
Addendum date: February 16, 2016 
CONFIDENTIAL 

5. Source of the substance and detailed description of its manufacturing or processing procedures 

The oat protein concentrate that is the subject of this petition (PrOatein® oat protein concentrate), is a 
fraction of milled oat grain, derived from the bran, which is gently processed using physical separation 
and an alpha-amylase enzyme in down-stream processing.  The end product is rich in the protein 
component of oats.   

In manufacturing PrOatein® oat protein concentrate, oat protein is extracted from non-GE/ GM whole 
oats by first dehulling the oats and then dry milling to separate the oat bran from the oat flour.  The 
bran is added to hot water and then treated with alpha-amylase to enhance the separation of the 
protein from other bran components.  The protein and soluble fiber remain in solution; the insoluble 
fiber does not.  The suspension is then decanted to remove the soluble oat proteins and soluble fiber.  
This solution is heated to denature the oat proteins and then decanted and centrifuged to separate the 
oat protein solids from the soluble fiber.    The oat protein solids are then roller dried to yield oat 
protein concentrate, a fine powder that is neutral in color and has a clean, mild, oat flavor. 

The alpha-amylase enzyme used in the process is derived from a non-pathogenic, non-GE/ GM 
microorganism (Bacillus licheniformis).   Amylase from B. licheniformis is GRAS for use in food 
manufacturing per 21CFR §184.1027.  In addition, the enzyme meets the requirements of 7CFR 
§205.605a of the National List. 

No added chemicals are used in the manufacturing process for PrOatein® oat protein concentrate, 
including chemicals commonly used to adjust pH or bleach the color, as well as chemical solvents. 

The process flow diagram is detailed below: 
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Standards of Identity

Potential Labeling Issues



Section 301(ll) of the FD&C Act
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