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Environmental Working Group Comments to the Environmental Protection Agency
Docket ID: EPA-HQ-OPP-2018-0094
Subject: Children’s health safety assessment for tebuconazole

The Environmental Working Group, a nonprofit research and policy organization with
offices in Washington, D.C., Minneapolis, Minn., San Francisco and Sacramento, Calif.,
submits comments on the Environmental Protection Agency’s human health risk
assessment for the fungicide tebuconazole. EWG has researched pesticide toxicity since
1993, bringing public attention to the risks of pesticides to infants and children. In order
to protect children’s health, EWG urges the EPA to apply a full tenfold FQPA safety
factor for tebuconazole, in place of the threefold FQPA factor that the EPA chose.

The toxicity of tebuconazole to developing organisms is documented in the EPA’s own
assessment of this fungicide. In animal studies, exposure to tebuconazole caused
malformations in nervous system development, changes in brain morphometric
parameters, and decreases in motor activity.! Peer-reviewed studies have reported that
tebuconazole alters testosterone production? and testicular morphometry.® Further, the
EPA classifies tebuconazole as a “possible human carcinogen.” The European Union
classifies tebuconazole as “suspected of damaging the unborn child,” and a 2014 review
by the European Food Safety Agency suggested that the chemical be classified as one
that “may damage the unborn child.”*

The adverse effects associated with tebuconazole exposure, and the evidence of pre- and
postnatal toxicity, warrant the application of a full tenfold FQPA safety factor for all
routes of exposure to tebuconazole. In fact, a tenfold FQPA safety factor for
tebuconazole was proposed in 1998, when EPA scientists first reviewed the potential
impacts of this pesticide on children’s health and wrote that the developmental effects
observed in animal studies were “quite severe.”

In its 2019 assessment, the EPA used a developmental neurotoxicity study in rats for the
development of both the acute and chronic reference doses for tebuconazole exposure. In
that study, offspring experienced toxicity effects at the lowest dose tested (8.8
mg/kg/day), and no “No Observed Adverse Effects Level” dose was identified. The dose
of 8.8 mg/kg/day cannot be considered a lowest adverse effect level; rather, it is just the

1436 U Street NW, Suite 100, Washington, DC 20009

p. 202.667.6982 | f. 202.232.2592

i ewg.org




@ Know your environment.
\\ /) Protect your health.

ewg

lowest dose tested in the study submitted by the pesticide manufacturer. The true “Lowest
Observed Adverse Effect Level”, or LOAEL, might be significantly lower. This absence
of a defined LOAEL is another compelling reason why a tenfold FQPA children’s health
safety factor should be applied to tebuconazole.

Infants and children 1 to 2 years old already face the highest exposure to tebuconazole
from food and drinking water of all humans, according to the EPA’s assessment,
published in 2008.° In fact, data from the most recent round of fruit and vegetable testing
as part of the Pesticide Data Program indicate tebuconazole was detected on more than 60
percent of raisins, a common children’s health food snack.” The EPA’s proposed increase
in tolerances, the allowable maximum limits of tebuconazole on foods, could double the
total exposure to tebuconazole, and for some age groups, the exposure would be more
than two times higher.?

In summary, given the health risks associated with tebuconazole, the EPA’s proposed
increase in tebuconazole use is of great public health concern. EWG urges the EPA not to
increase allowable tolerances for tebuconazole on foods, and instead to take measures
that would limit the exposure of infants and children to this pesticide.

Submitted on behalf of the Environmental Working Group,

Olga Naidenko, Ph.D.

Vice President, Science Investigations
Environmental Working Group
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