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The general use of antibiotics and vaccines in8%0)s decreased the risk of death from
many illnesses. However, this decreased risknéd$ from bacterial and viral diseases was
accompanied by a growing concern about toxicitynftbe increased use of chemicals in foods
and food processing, including the potential toseacancer. This concern was reflected in the
1958 Food Additives Amendment (Public Law 85-528)he U.S. Federal Food, Drug and
Cosmetic Act FFDCA) of 1938. The basic thrust of this amendment wagquire that before a
substance could be used in food, its manufactuust dbemonstrate the safety of the substance to
the FDA, after which the FDA would establish a datjon defining the conditions under which
the substance could be safely uSéthder the new law, qualified experts could judgbssances
as being “Generally Regarded As SaféRAS) and thus not subject to this regulatory review
(decreasing regulation). Then, a clause develogdbedlate Representative James Delaney (D-
NY) stated that if a substance caused cancer madsior humans, it could not be used as a food
additive. Even a trace of such a substance detecfedd would result in its prohibition. Rep.
Delaney had lost a family member to cancer, arglrtfay have been a factor in his proposing
this regulation.

As a pharmacologist and toxicologist, | was taufetaphorism of Paracelsus from the
1500s that “...all things are poison and nothingitheut poison; only the dose makes a thing
not a poison.” The Delaney clause fails to consildisrperspective, assuming instead that even
the littlest amount of a carcinogen is carcinogewhile the benefit/risk consideration for a
therapeutic agent might justify a risk of carcinogsis, this is not likely to apply to food
additives. Thus, in the 1950s, in public policy gezrception was that there was no such thing as
a “no-effect” dose. At that time, chemical analysiss performed using techniques such as

liquid chromatography with sensitivity in parts glrousand (mg/g) and parts per million (pg/g).
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