How Much is Too Much?
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CHICAGO—While many struggle to get more vitamins in the diet to improve health, getting too much of a single nutrient can also cause health problems. It’s of utmost importance natural product manufacturers don’t exceed the harmful limit in their offerings. That’s why John N. Hathcock, Ph.D., senior vice president of scientific and international affairs, Council for Responsible Nutrition (CRN), proposed an additional approach to determine acceptable daily levels of nutrients at the Natural Health Research Institute’s (NHRI) symposium on the cost effectiveness and safety of dietary supplements on Nov. 18, 2010.

He noted that no one can prove 100-percent safety because it is a negative concept; one can easily prove the opposite—toxicity—but with safety, we must rely on an evaluation of a product’s potential risk. Two options are available for risk assessment, he said: clinical trials and history of safe use. He said the best clinical data is based on human subjects, but if that is not available, in vitro tests or animal data can be used. 

Many countries and organizations currently use the tolerable upper intake level (UL) to define the “highest level of daily nutrient intake that is likely to pose no risk of adverse health effects to almost all individuals in the general population." To determine a UL, a hazard is identified and an analysis is preformed for a dose-response effect. The level at which the adverse reaction occurs is therefore the UL. This method offers great uncertainly, Hathcock said, and many ULs cannot be determined for nutrients using this method. 

When a UL cannot be established, CRN uses a method that focuses on a highest observed intake (HOI) approach. Hathcock said the way to determine HOI is by evaluating all clinical trial data in decreasing order of intake, identifying possible no observed adverse effect level (NOAEL) values, evaluating the strength of data and selecting a NOAEL value that provides high enough confidence to justify uncertainty factor (UF) of 1.0.

· When it comes to risk assessment for natural products, Hathcock proposed the following method: 

· Identify any known “hazard"— if found, apply UL method, if not found, apply HOI method 

· If data are insufficient for UL or HOI, look for history of safe use 

· If none of above, new toxicological studies are needed 

It’s essential to evaluate the highest amount of a nutrient one can safely consume in one day, so natural product manufacturers can create safe supplements and foods that contribute—not hinder—the health of consumers.

