
FDA Poised to Release New Guidelines on 
Documentation for New Dietary Ingredients 

In the next 10 days, FDA is poised to release substantial new guidelines on 
the documentation and marketing of new dietary ingredients (NDI). In the 
past year, FDA has escalated its enforcement of dietary supplement 
regulations, and many anticipate that the new guidelines will result in even 
more stringent oversight. 

Do you know whether you are in compliance with current guidelines?  
Do you need help determining whether or not you will be in 
compliance with new guidelines?  

Gradient's in-depth knowledge of the NDI process and of the health effects 
literature, in particular, can help you interpret and respond to the new 
guidelines. We also have the expertise to evaluate the documentation you 
have compiled, identify and make recommendations regarding additional 
information needed, and prepare FDA forms. Please contact us if you would 
like to explore how we can help. 
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Gradient is an environmental and risk 
science consulting firm renowned for our 
specialties in Toxicology, Epidemiology, 
Risk Assessment, Product Safety, 
Contaminant Fate and Transport, and 
Environmental Chemistry. We employ 
sound science to assist national and global 
clients in resolving their complex problems 
relating to chemicals in the environment, in 
the workplace, and in consumer products. 
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