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On November 23, 2016, the U.S. Food and Drug Administration (FDA) published a request for 

scientific data, information and comments that would help the agency evaluate the beneficial 

physiological effects to human health of isolated or synthetic non-digestible carbohydrates that 

are added to foods.  FDA is requesting the information to help them determine whether a 

particular isolated or synthetic non-digestible carbohydrate should be added to their definition of 

dietary fiber on a Nutrition Facts or Supplement Facts label.  Responses to the request for 

information are due by January 9, 2017. 

 

Background 

 

FDA regulations did not define the term “dietary fiber” before 2016.  In the May 27, 2016 

Federal Register, the agency published a final rule amending the Nutrition and Supplement Facts 

label regulations.  The final rule, among other things, defines dietary fiber as non-digestible 

soluble and insoluble carbohydrates (with three or more monomeric units), and lignin that are 

intrinsic or intact in plants and isolated or synthetic non-digestible carbohydrates (with three or 

more monomeric units) determined by FDA to have physiological effects that are beneficial to 

human health.  The final rule also identified seven isolated or synthetic non-digestible 

carbohydrates that FDA has determined to have beneficial effects for human health when added 

to foods.  The seven are: [beta]-glucan soluble fiber, psyllium husk, cellulose, guar gum, pectin, 

locust bean gum; and hydroxypropyl methylcellulose. Inulin was notably not included.  Foods 

that contain any of these seven isolated or synthetic non-digestible carbohydrates must include 

the amounts of these dietary fibers in a serving of food in the dietary fiber declarations on the 

products’ Nutrition and Supplement Facts labels.  Interested parties can ask FDA to list 

additional isolated or synthetic non-digestible carbohydrates in the definition of dietary fiber if 

the agency determines that the new isolated or synthetic non-digestible carbohydrate meets their 

dietary fiber definition. 

 

In the November 23 Federal Register, FDA also announced the availability of draft guidance 

entitled “Scientific Evaluation of the Evidence on the Beneficial Physiological Effects of Isolated 

or Synthetic Non-Digestible Carbohydrates Submitted as a Citizen Petition: Guidance for 

Industry.”  The draft guidance describes the type of evidence and the scientific evaluation 

process the agency plans to use in determining the strength between an isolated or synthetic non-

digestible carbohydrate that is added to food and a physiological effect that is beneficial to 

human health. 

 

https://www.federalregister.gov/documents/2016/11/23/2016-27950/evaluation-of-the-beneficial-physiological-effects-of-isolated-or-synthetic-non-digestible
https://www.federalregister.gov/documents/2016/11/23/2016-27950/evaluation-of-the-beneficial-physiological-effects-of-isolated-or-synthetic-non-digestible
https://www.federalregister.gov/documents/2016/11/23/2016-27949/scientific-evaluation-of-the-evidence-on-the-beneficial-physiological-effects-of-isolated-or
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm528532.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
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The draft guidance outlines that FDA will consider the publicly available data and written 

information primarily from intervention studies regarding the beneficial physiological effects of 

added non-digestible carbohydrates.  The agency will review intervention studies that are 

submitted to them in citizen petitions requesting the addition of specific added non-digestible 

carbohydrates to the list of dietary fibers that FDA has already determined have a beneficial 

physiological effect to human health.  The agency intends to focus its review primarily on 

articles reporting human intervention studies. 

 

In evaluating human intervention studies, the agency intends to consider the following questions: 

 

 Have the studies specified and measured the isolated or synthetic non-digestible 

carbohydrate? 

 Have the studies appropriately specified and measured a physiological endpoint that has a 

demonstrated beneficial physiological effect? 

 Were the study subjects healthy or did they have a disease associated with the 

physiological effect being studied? 

 Did the study include an appropriate control group? 

 Were the relevant baseline data on the physiological endpoint (e.g. LDL cholesterol) 

significantly different between the control and intervention group? 

 How long was the study conducted? 

 How were the results from the intervention and control groups statistically analyzed? 

 Where were the studies conducted? 

 

The agency will evaluate the strength of the evidence to determine whether there is a beneficial 

physiological effect of an added non-digestible carbohydrate using the scientific studies from 

which scientific conclusions can be drawn.  FDA intends to conduct this evaluation by 

considering the number of studies and sample sizes of each study, the relevance of the body of 

scientific evidence to the U.S. population or target subgroup, whether the study results in 

supporting the beneficial physiological effect have been replicated, and the overall consistency 

of the body of evidence.  Comments on the draft guidance are requested by January 23, 2017. 

 

Please contact Erik Lieberman at elieberman1@usfoodimports.com or 202.765.1800 if you have 

questions or would like additional information.  
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