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MEMORANDUM

SUBJECT: Dietary Exposure Analysis for Imidacloprid in/on Leafy
Vegetables. PP# 5F4522. ‘ .

FROM: Brian Steinwand &l
Dietary Risk Evaluation Section
Science Analysis Branch/HED (7509C)

Through: Elizabeth Doyle, Section Head éﬁ 6:2 \ﬁ:;l /!
Dietary Risk Evaluation Section . . y
SAB/Health Effects Division '

TO: D. Edwards, PM Team 19 v
Registration Division (7505C)

Action Requested

Provide a dietary exposure analysis for the use of
imidacloprid in/on leafy vegetables. The petition requests and
CBTS recommends that a tolerance of 3.5 ppm be established on
leafy vegetables.

Discussion

The petition requests a tolerance of 3.5 ppm on the leafy
vegetables crop group, leafy greens subgroup. Representative
commodities within DRES for the leafy greens subgroup include
head and leaf lettuce, spinach, cress, dandelion, endive, and
parsley. As there are presently established tolerances for leaf
and head lettuce at the recommended tolerance levels, these
commodities will appear as published in the enclosed analysis.

Toxicological Endpoint:

. The Reference Dose (RfD) used in the analysis is 0.057 mg/kg
bwt/day, based on a NOEL of 100 ppm (5.70 mg/kg bwt/day) from a
two year rat feeding study with an uncertainty factor of 100 that
demonstrated increased thyroid lesions in males as an endpoint.
The HED RfD Peer review Committee also classified imidacloprid as
a Group E carcinogen (G. Ghali memo, 11/10/93).
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An acute dietary assessment is required by the Toxicology
Endpoint Selection Document for imidacloprid (M. Ottley & K.
Baetcke memo, 4/18/94). The endpoint for acute dietary risk
assessment is 24 mg/kg/day from the rabbit developmental study.
The LEL (72 mg/kg/day) was based upon decreased body weight,
increased resorptions, abortions, and increased skeletal
abnormalities. :

Residue Information

Tolerances for imidacloprid are published in 40 CFR
§180.472. For the purposes of this analysis, the new tolerance
for canola (rape seed) was upgraded to pending status.. There are
no anticipated residues nor percent crop treated estimates. All
uses assume 100 percent crop treated.

There are no livestock feed items associated with this
petition; thus there is little likelihood of residues in meat,
milk, poultry and eggs from the feeding of imidacloprid RACs and
thelr processed commodities in this petition. The established
secondary tolerances are adequate for this petition.

-Results

A summary of the residue information considered in this
analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretical
Maximum Residue Contribution (TMRC) for the general population
and 22 subgroups. Summaries of the TMRCs and their
representations as percentages of the Reference Dose (RfD) are
included as Tables 2 & 3. ~
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Exposurc from Published Uses of inidacloprid'

 Subgroup ' E ure (mg/kg/da RfD
U.S. Population 0.008187 = 14.4
Non-Nursing Infants (< 1 year)0.014818 26

Proposed new Tolerances on spinach, endive, cress, parsley &
dandelion:

U.S. Population 0.000172 +300
Non-Nursing Infants (< 1 year)0.000652 1.14

If the new tolerances on leafy green subgroup are approved:

U.S. Population 0.008358  14.7
Non-Nursing Infants (< 1 year)0.015469 27.1



The chronic analysis for imidacloprid is a worst case
estimate of dietary exposure with all residues at tolerance level
and 100 percent of the commodities assumed to be treated with
imidacloprid. Even without refinements, the chronic dietary risk
from exposure to imidacloprid appears to be mlnlmal for this
petition on the 1eafy gxeens Subgroup at 3 5 ppm. '
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Acute Exgosure." ‘ SR o “

The endpoint for acute dietary risk assessment is the NOEL
(24 mg/kg/day) from the rabbit developmental toxicity study. The
LEL (72 mg/kg/day) was based upon decreased body weight, and
increased resorptions, abortion and increased skeletal
abnormalities. Because the effects of concern are developmental
in nature, the only subgroup of concern 1s females (13+ years
old).

Generally, acute dietary margins of exposure greater than
100 tend to cause no dietary concern. The MOE value of 480
demonstrates no concern for females of child-bearing age
con51der1ng the proposed tolerances.

Summaries of the acute dietary risk for the subgroup
females (13+ years) are attached as Table 4.

There appears to be no acute dietary concern for the
proposed tolerances on the leafy greens subgroup.
Attachments
.cc: DRES; Caswell 497E; RCAB; CBTS (F. Griffith); Tox I
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TABLE 3

TOLERANCE ASSESSMENT SUMMARY FOR Imidacloprid DATE: 11/28/95
CASWELL #497E

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.008187 - MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 14.362 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETIfION ONLY) .

RESULT IN A TMRC OF: 0.000172  MG/KG/DAY

THESE NEW TOLERANCES WILL OCCUPY: ’ 0.300 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
- ARE APPROVED THE RESULTANT TMRC WILL BE: 0.008358 MG/KG/DAY

THE NEW TMRC WILL OCCUPY ) 14.662 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: . 0.000003 MG/KG/DAY
THIS TMRC WILL OCCUPY . 0.005 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT TMRC WILL BE: 0.008361 MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 14.667 % OF THE ADI.

ANALYSIS. FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.014818 MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 25.995 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.000652 MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 1.143 X% OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE' 0.015469  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 27.138 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: ~ 0.000007 MG/KG/DAY
THIS TMRC WILL OCCUPY , 0.012 X OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED .
_ .THE RESULTANT TMRC WILL BE: 0.015476  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 27.151 % OF THE ADI.
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