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January 14, 1991 \]\)\M’
TO: KATIE MGCGINTY

S8PECIAL ASBIBTANT TQ THE PREBIDENT FOR ENVIRONMENTAL
IS8UES

HMO u

FROM: JIM LYONS
SUBJ¢ FPENDING EPA ANNOUNCEMENT RE: DELANEY DECISTION

First of all, congratulations on your new assignment., Best
of luck, and I hope we'll have many future opportunities to work
together.,

This may (or may not) be your first issue under the auspices
of your new office, but, here it is.

1ssye

EPA is considering the issuance of a Federal Register Notice
regarding those pesticides and commodities that are affected by
the Circuit Court decision requiring them to comply with the

Delaney Clause in the Federal Food, Drug, and Cosmetic Act
(FFDCA) .

Background

Pesticide use in the U.S. is subject, primarily, to the
requirements of two statutes -- the Federal Insecticide,

Fungicide, and Rodenticide Act (FIFRA) and the Federal Food,
Drug, and Cosmetic Act (FFDCA).

FIFRA authorizes the registration and use of pesticides for
food and non-food uses. It provides the requirements for
registering pesticides and the guidelinos for cancelling or
suspending a given use when the threat of "unrcasonable adverse
effects on the environment" (which includes people) exist.

FFDCA sets the standards for establishing a food-use
tolerance which is needed to register a pesticide for such a use,
That is, the amount of pesticide residue that is permissible on a
product (at the farm gate) for it to be legally used in food
production. Without a tolerance, a pesticide may not be
registered for a food use. Pesticides are registered by use --
i.e., a specific pesticide may be used only on those products for
which it has a tolerance and is registered. For example,
pesticide X may be registered for use on soybeans and tomatoes,
but not be registered for use on string beans.
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Under FFDCA, there are two types of tolerances. A "Section
408" tolerance is for residues on the raw agricultural commodity.
A "sSection 409" tolerance is for producrs that are processed in

which the residue might concentrate. ‘Therefore, a product may
have a tolerance for tomatoes -~ to use in salad -- but a
different tolerance for processed tomatoes -- to be used in "V-
g",

Under the "Delaney Clause" of the FFDCA, no food additives
which cause cancer may be included in the production of a
processed food. Pesticides which can cause cancer, even 1f they
show up at extremely low levels -- low enough so as not to create
a statistically-significant cancer risk to humans -- are
therefore not to be included in processed foods. Otherwise, they
are deemed adulterated (FFDCA term) and are illegal.

The reason EFA is not complying with Delaney is that they
have been operating under a different policy which is based on
levels of risk associated with exposurc to a given pesticide.
EPA determines, based on exposure to the residues of a pesticide
on the different foods that a person consumes, that if the risk
of contracting cancer is less than 1 in a million (based on
average eating habits and a 70 year lifetime of exposure) than
the risks are not great enough to warrant eliminating the use.
Zero risk (i.e., Delaney) made more sensc¢ when the ability to
measure residues of these products was not as great as it is
today —— e.g., parts per millien. Many in the environmental
community agree., Others believe that any unnecessary exposure to
a carcinogen (e.g., using a pesticide) should be illegal.

This, in brief, is the basis for much controversy over
pesticide use, which led to a federal court decision last year to
require EPA to comply with the law -- i.e., the Delaney clause,

The suit wae brought by NRDC -- Natural Resourcee Defense
Council. It was appealed by EPA, who lost, and decided not to
appeal to the Supreme Court.

gtatus _and Current Issue

NRDC and others have been pressing to have EPA issue a
policy and the list of pesticides and commodities affected by the
court ruling. EPA hae not come forward.

In part, they have responded to concern among the chemical
industry, commodity, and food proucessing groups who fear that the
publication of such a list might cause another food safety scare
== like ALAR. They have fought the issuance of the list on
another front. Once out, this could trigger a renewed
Congressional debate over food safety and give the environmental
community the leverage to force changes in FIFRA. Put simply, if
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the environmental community were to give up Delaney, they might
be able to get significant gains in return --e.d., Circle of
Poison, changes in the FIFRA cancellation or suspension process,

or elimination of benefits in pesticide registration/cancellation
decisions.

Now, the week of the Inauguration, EPA is considering
issuing the list. While the environmentalists are likely to be
pleased, the food and agriculture group:s: and the pesticide
manufacturers will go ballistic.

A8 OF 6 PM THIB EVENING, EPA WAB UNCERTAIN IF THEY WOULD
ACTUALLY PUBLISH THE LIST OF PESTICIDES AND COMMODITIES THAT ARE
AFFECTED. HOWEVER, SHOULD THE EPA MOVE FORWARD =~ EITHER
PUBLISHING THE LIST OR SIMPLY PUBLISHING THEIR POLICY WITH REGARD

TO DELANEY WITHOUT THE LIST == YOU WILL HEAR ABOUT IT BEFORE IT
I8 IN PRINT.

Let me know if you need more information or want to discuss
this further.

Oonce again, congratulations and good luck.
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