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ARE RDA-BASED UPPER LIMITSLOGICAL AND APPROPRIATE?

While the use of the RDA to set upper limits for vitamins and mineras in supplement products
has been seen by some governments as convenient, RDA-based limits have no scientific vaidity
for this purpose. Risk assessment isthe scientificaly valid gpproach to identification of
maximums

The impogtion of drug regulations on products with amounts of nutrients higher than the RDA
serves no hedlth purpose, and may preclude certain benefits. Also, imposing drug regulaionson
supplements with amounts of nutrients above the RDA is disproportionate to the regulation of
conventiona foods, some of which contain many multiples of the RDA of certain vitamins.

RDA vaues are 52t on avery Smilar basis from one country to another—that basisisa
consensus of scientific opinion on the quantities of these nutrients needed to confidently assure
the performance of recognized physiologica functions related to their essentidity. Thus, the
RDA vaues are related to avoidance of classcad nutrient deficiency sgns and symptoms.
Although this basis for the RDA may be appropriate for undernourished populations, the needs
are different for well-nourished and over-nourished populations. A sgnificant fraction of the
RDA can be used appropriately to set lower limitsfor vitamins and minerds in supplements.

RDA-based limits and drug regulations for higher amounts are not appropriate for severa
important reasons:

1. TheRDA isnot defined or identified to describe safety or represent a safety limit for
tota or supplementd intake.

2. RDA-based limits are not possible for nutrients without established RDA vaues. For
example, no RDA has been set for lutein, lycopene, boron, and many other important
substances with nutritive value. These substances have beneficid effects, but the
available evidence has not been judged appropriate to identify RDAS. Risk assessment
can be used to identify appropriate safety limits for these important nutrients, whether or
not an RDA has been set.

3. Arhitrary limitsat or near the RDA may preclude certain benefits of some nutrients. For
example, well-documented benefits of nutrient quantities above the RDA include:

a. Folicacd, vitamin B6 and vitamin B12 hep control plasma homocysteine
concentrations. Homocysteine is not yet accepted as a recognized risk factor for heart
disease, but there is an ever-increasing body of scientific evidence to support this
finding. Supplementation with these three vitamins definitely helps control plasma
concentrations of homocysteine, and islikely to prove to reduce risk of heart disease.

b. Supplementation with 200 micrograms of selenium to diets containing about 100
micrograms has been shown in along-term, well-conducted clinicd trid to reduce the
incidence of three important types of cancer. A confirmatory clinicd trid is
underway that, if positive, would justify awidespread public hedth policy to increase



sdenium intake in many populations. In the meantime, there is no reason to deny
accurate information about the state of the current evidence and to redtrict selenium
supplements to the RDA.

c. Supplementation of diets containing less than 40 micrograms chromium with and
additiona 200 to 400 micrograms helps maintain normal blood glucose levels and
minimize the sgns and symptoms of type Il didbetes. Clinicd trids confirm the
safety of up to 1,000 micrograms of supplemental chromium.

4. Theimpaostion of RDA-based upper limits is a disproportionate restriction on supplement
products, compared with conventiona foods. Certain conventiond foods contain many
multiples of the RDA of some nutrients. For example, the naturad amounts of vitamin B12 in
conventiona foods such as liver and some shellfish can gpproach 100 micrograms per 100
gram sarving. The adult RDA for this vitamin is commonly set at gpproximately 2 to 2.5
micrograms. Thus, these ordinary conventional foods may contain upwards of 40 to 50
multiples of the RDA of vitamin B12. Thereisno known toxicity of ord vitamin B12in
humans.  Thus, RDA-based upper limits are not rationd, serve no useful purpose, and area
disproportionate response to any hypothetica safety concern about this vitamin.

5. Labding, not limits, can address proper usage. Labdling can provide information on
contents, benefits related to RDA or other measure of benefit, and draw attention to limits

imposed on a safety basis, asidentified by risk assessment.
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