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Background:

According to the data matrix the following studies have been submitted
for diatomaceous earth: acute oral LDgg (rat), acute demmal IDgg, acute
inhalation ICgg (rat), primary eye irritation (rabbit), primary dermal
irritation and dermal sensitization.

Comments ard Recommendations:

1.

2.

An examination of the material received 8-23-83 indicates that none of
it adequately addresses short-term toxicity data requirements. The
report "Effects of Diatomaceous Earth on Human Health" is primarily

a summary of results of inhalation exposure, both involving laboratory
animals in experimental settings and humans in epidemiological studies.
No information is provided as to particle sizes to which animals were
exposed, whether concentrations they were exposed to were actual or
nominal, or even numbers of animals that were involved in the studies,
so that the material does not even meet the requirements for an accep-
table acute inhalation ICgg study.

The short summary "Effects of Ingested Diatomaceous Earth" gives no
information as to what actual dosages (in terms of g/kg) subjects
received, numbers of subjects etc.

The material under the heading "Effects of Diatomaceous Earth on Skin
and Eyes" simply indicates that there are no studies in the open
literature that the author was aware of.

Reference to an exemption from the requirement of a tolerance cannot
be used to support a registration. The data used by the Agency to
establish a tolerance (or an exemption from the requirement of a
tolerance) may have been submitted (and may be owned) by another

registrant. ?7
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