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New FDA Labeling Rule Poses Litigation Risk to Late Actors 

The consumer class-action landscape in this country has evolved to the point where using merely 

a few words can land a food or dietary-supplement manufacturer in court. Consequently, 

companies are now well versed in the need to amass significant evidence to support claims that 

products are “all natural” or “gluten-free.” On April 28, 2014, the U.S. Food and Drug 

Administration (FDA) published a new product label rule in the Federal Register, which gives 

these companies cause for concern about different food or dietary-supplement descriptors: “high 

in” certain omega-3 fatty acids; “rich in” certain omega-3 fatty acid; and “excellent source of” 

certain omega-3 fatty acids. 

Under this new rule, which is scheduled to take effect on January 1, 2016, food-product 

manufacturers and dietary-supplement manufacturers are forbidden from touting their products 

as “high” or “rich” in docosahexaenoic acid (DHA) and eicosapentaenoic acid (EPA), or using 

synonymous language, including “excellent source of,” because the FDA has not set a baseline 

for these nutrients, and there has not been a consensus published by select scientific bodies that 

satisfies the baseline requirements of the Food, Drug & Cosmetic Act (FDCA). In addition, the 

new rule prohibits publication of claims that food or dietary supplements are “high in,” a “good 

source of,” or provide “more” alphalinolenic acid (ALA) than competitor products, when such 

claims are tethered to a reference amount customarily consumed (RACC) based on a population-

weighted approach. 

The FDA issued this rule in response to three notifications that it received in 2004 and 2005 for 

nutrient content claims regarding DHA, EPA, and ALA. Those claims asserted that the Institute 

of Medicine of the National Academies (IOM) had published nutrient-level baselines for DHA, 

EPA, and ALA, but they also revealed that IOM had published different, sometimes conflicting 

nutrient levels for these three omega-3 fatty acids. As a result, the FDA concluded that no 

baseline has in fact been set for the nutrient levels of DHA, EPA, and ALA, and it is therefore 

improper to make related nutrient-content claims in advertising food and dietary supplements. 

The FDA did note, however, that it is not taking regulatory action at this time with respect to 

nutrient-content claims for ALA that are based on an RACC derived from population coverage. 

Given that this new rule applies to conventional foods and dietary supplements, it will impact an 

extensive list of products when it goes into effect in 2016. Moreover, the FDA is not permitting 

smaller manufacturers additional time to comply with this rule. Thus, manufacturers in the food 

and dietary-supplement space who are late to review and revise product labels, advertisements, 

and marketing materials containing claims about DHA, EPA, and/or ALA, face great litigation 

exposure, particularly in such an active consumer class-action landscape. 

http://www.gpo.gov/fdsys/pkg/FR-2014-04-28/pdf/2014-09492.pdf
http://www.fda.gov/food/newsevents/constituentupdates/ucm394855.htm
http://www.fda.gov/food/newsevents/constituentupdates/ucm394855.htm
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— Adam Reich, Paul Hastings LLP, Los Angeles, CA 

http://www.paulhastings.com/professionals/details/AdamReich

