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SUBJECT: PP#7G3547. Amitraz on Cotton -
TAS Dietary Exposure Analysis.

— FROM: Susan L. Stanton ’ JM/V .
Tolerance Assessment Program \,fk*h_/,/f /Ziﬂﬁib’ ”574ﬁ/&7
HED/RCB (TS-769C)

THRU: Karl Arne, Ph.D.
Branch Senior Scientist
HED/RCB (TS-769C)

TO: Dennis Edwards, PM-12
Insecticide-Rodenticide Branch
Registration Division (TS-767C)

W Action Requested ;

Provide an analysis of dietary exposure from the proposed
use of Amitraz on cotton (PP#7G3547; 45639-EUP-YY).

RCB has reviewed the petition and recommends that the
proposed temporary tolerance of 0.3 ppm be established for
residues of Amitraz in or on cotton {memo F. Suhre to Edwards,
05/11/88). A temporary tolerance of 0.2 ppm (expiration date
04/89) has previously been established for cotton in connection
with PP#5G3185 (45639-EUP-XX). The present analysis estimates
exposure that would result from this increase of 0.1 ppmn.

Discussion

1. The Reference Dose (ADI) used in the analysis 1is 0.0025
mg/kg body wt/day, based on the NOEL of 0.25 mg/kg body wt/day
from a 2-year dog feeding study with a safety factor of 100.
This value has been approved by the TOX Branch ADI Committee
(07/24/87) and verified by the Agency reference dose committee
(10/14/87).

2. The food uses evaluated in the analysis include those
established under 40 CFR 180.287, the proposed use on cotton, and
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a proposed use on citrus (7G3505). See Table 1 for a complete
listing of residue information.

3. The TAS routine chronic analysis estimates the
Theoretical Maximum Residue Contribution (TMRC) for the U.S.
population and each of 22 population subgroups (see Table 2).

The TMRC for the U.S. population from all established and
proposed uses is calculated to be 0.005699 mg/kg body weight/day,
which occupies approximately 228% of the ADI. The two most
highly exposed subgroups are non-nursing infants (TMRC = 0.017001
mg/kg/day or 680% of the ADI) and children, ages 1 to 6 (TMRC =
0.015240 mg/kg/day or 610% of the ADI). The contribution of the
established and proposed uses to Amitraz exposure is shown below:

Overall U.S. Non-Nursing Children
Population Infants Ages 1-6
Established UsesC®: 0.0008752 0.006926 0.002101
(35.0%)° (277.0%) (84.0%)
New Action Oniy? 0.000002 <0.000001 0.000004
(7G3547:Cotton) (0.08%) (0.02%) (0.15%)
Other® 0.004822 0.010075 0.013135
(192.9%) (403.0%) (525.4%)
Total Theoretical 0.005699 0.017001 . 0.015240
Exposure (228.0%) (680.1%) (609.6%)

aTMRC expressed as mg/kg body wt/day.
YI'MRC expressed as percent of the ADI.

‘Includes established permanent tolerances and the established
temporary tolerance of 0.2 ppm on cotton. )

dRepresents exposure from the proposed increase in the temporary
tolerance for cotton of 0.1 ppm.

°Includes citrus and secondary residues of 0.01 ppm in goats,
horses, and sheep.

4. This analysis assumes that residues of Amitraz would be
present at tolerance levels on foods as eaten and that 100% of
crops are treated. This conservative approach likely
overestimates exposure significantly, since the proposed EUP for
cotton would involve the application of Amitraz to a total of
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3825 acres in 10 states or less than 0.1% of the total U.S.
acres planted to cotton (from USDA's Adgricultural Statistics,
1986). Also the proposed EUP for citrus, the use which
represents the greatest theoretical exposure, would involve less
than 1% of the total U.S. citrus crop.

cc: TAS File TOX (Rathman)
Reading File Amitraz SF
circ. PMSD

PP#7G3547
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