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Ingredients determined to be Generally Recognized as Safe (“GRAS”) may be used in 
dietary supplements without the filing of a New Dietary Ingredient (“NDI”) notification from 
the FDA.  It is our opinion that ingredients self-determined or affirmed by FDA as GRAS are 
exempt from NDI notification requirements.   
 
Title 21, Section 350b(a)(1) of the United States Code exempts ingredients present in the 
food supply as an article used for food in a form in which food is not chemically altered.1 
FDA has discussed this point specifically in its draft guidance on NDI Notifications: 
 
When is a notification not required for an NDI? 
A notification is not needed when a dietary supplement product contains only dietary 
ingredients which have been present in the food supply as an article used for food in a form 
in which the food is not chemically altered.2 
 
Am I required to submit a NDI notification for a dietary ingredient that has been listed 
or affirmed by FDA as generally recognized as safe (GRAS) for direct addition to food, 
self-affirmed as GRAS for direct addition to food, or approved as a direct food 
additive in the U.S.? 
No, as long as the direct food additive or GRAS substance has been used in the food supply 
and is to be used as a NDI without chemical alteration.  If the NDI was legally marketed in 
the U.S. as an ingredient for use in conventional food, it would qualify under section 
413(a)(1) of the FD&C Act (21 U.S.C. 350b(a)(1)) as an ingredient exempt from the 
notification requirement because it has been present in the food supply as an article used 
for food in a form in which the food is not chemically altered.  Similarly, ingredients 
marketed in conventional foods outside the U.S. are exempt from NDI notification 
requirement.3 

 
Thus, if the ingredient was legally marketed in the U.S. as an ingredient for use in 
conventional food, such as one that has been self-determined or affirmed by FDA as 
GRAS, it would qualify under section 413(a)(1) of the FD&C Act (21 U.S.C. 350b(a)(1)) as an 
ingredient exempt from the notification requirement because it has been present in the 
food supply as an article used for food in a form in which the food is not chemically altered. 
 
1 21 U.S.C. 350b(a)(1) 
 

2 Section IV(B)(1), Draft Guidance for Industry: Dietary Supplements: New Dietary Ingredient and Related Issues (July 2011), 
http://www.fda.gov/guidanceregulation/guidancedocumensregulatoryinformation/dietarysupplements/ucm257563.htm 
 

3 Section IV(B)(1), Draft Guidance for Industry: Dietary Supplements: New Dietary Ingredient and Related Issues (July 2011), 

http://www.fda.gov/guidanceregulation/guidancedocumensregulatoryinformation/dietarysupplements/ucm257563.htm 


