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SUBJECT: Revised Chronic Exposure Analysis for the Use of
Avermectin on Citrus :

~ ) 7 ) . '
FROM: Richard Griffincf7<;\ dl,f%( /v )
Dietary Risk Evaluation Systemc( R Staff

HED/SACB (H7509C) !7 P
ey 7 TR
THROUGH: Reto Engler, Ph.D. (,(&Lg“ ﬂk/ﬁéjflé/)\’
Chief, Science Analysis and Cooréﬁnation Branch
Health Effects Division (H7509C)

TO: George LaRocca/Adam Heyward, PM 15°
Insecticide-Herbicide Branch
Registration Division (H7505C)

Action Requested

Provide an estimate of dietary exposure for published uses of
avermectin, including citrus (PP#8F3592), using anticipated
residues for all citrus juice.

Discussion

1. Toxicology Endpoint: The routine chronic DRES analysis used a
reference dose (ADI) of 0.004 mg/kg body weight/day, based upon a
NOEL of 0.12 mg/kg body weight/day and an uncertainty factor of 300
from a 2 generation rat reproduction study. This value has been
approved by HED (3/30/89) and Agency (4/20/89) reference dose
committees. . _

2. Residue Information: Food uses evaluated were published
tolerances from 40 CFR 180.449 and the recently published tolerance
on citrus. Anticipated residues were developed from processing
studies using field trial data for citrus, citrus juice,
cottonseed, and extrapolated from animal feeding studies for milk
(V. F. Boyd memo, 6/29/89). A previous DRES analysis (J. R.
Tomerlin memo, 7/6/89) did not use appropriate anticipated residue
data for all citrus juices. The present analysis is a revision of
the 7/6/89 analysis using anticipated regsidues of 0.006 ppm for all
citrus juices. A summary of the residue information used in the
analysis is attached as Table 1.

3. Exposure Analysis: The DRES chronic exposure analysis uses
tolerance level résidues and 100 per cent crop treated to estimate
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the Theoretical Maximum Residue Contribution (TMRC) for the overall
U.S. population and 22 population subgroups. The Anticipated
Residue Contribution (ARC) is an estimate of exposure which more
closely approximates actual exposure. The TMRC and ARC for all
DRES population subgroups is shown in Table 2. The ARC exposure
summaries for the overall U.S. population, non-nursing infants, and
children aged 1 to 6 are shown in the following table. :

Avermectin ARC Exposure Summary

Overall U.S. Non—-Nurs. Children
Commodity Group Population Infants Aged 1 ~ 6
Meat 0.090032a 0.000029 0.000057
7.9 7.3 14.3
Milk 0.000010 0.000065 0.000031
2.6 16.3 7.7
Citrus 0.000010 0.000017 0.000026
2.5 4.2 6.4
Cottonseed 0.000001 0.000001 0.000001
0.1 0.1 0.1
TOTAL 0.000052 0.000112 0.000114
13.1 27.9 28.5

2Estimated exposure in mg/kg body weight/day.
Exposure estimate expressed as a percentage of the reference dose.

4. Dietary Risk Assessment: Using AR data for all citrus juices
results in exposure estimates representing from 9 to 29 percent of
the reference dose. Exposure from citrus represents 2.6, 4.2, and
6.4 percent of the reference dose for the overall U.S. population,
non-nursing infants, and children aged 1 to 6, respectively.
Therefore, currently published uses of avermectin, including the
use on citrus, do not appear to pose a hazard to human health from
chronic exposure.

The previous acute exposure analysis using tolerances (J. R.
Tomerlin memo 7/6/89) demonstrated that the minimum Margin of
Exposure for women is 250. Therefore, it is unnecessary to conduct
an additional acute analysis at this time.

Attachments

cc: DRES, DEB (Loranger), Caswell #063AB, Dykstra (TOX)
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