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Residue Definitions

According to the current OECD guidance
document:

“The basic requirements for the definition of
residues are that it should:

- Include compounds of toxicological interest
for dietary intake estimations and risk
assessment, and

- be the most suitable for setting an MRL/

tolerance.
June 1, 2022 Y. Yamada, Ph.D. 2
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Residue Definitions
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Residue Definition for Dietary Risk
Assessment
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Residue Definitions
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International Estimated Daily Intake (IEDI)
=2 STMR, X E; X P; X F,
where STMR = supervised trials median
residue level (mg/kg)
E = edible portion factor
P = processing factor
F = food consumption (kg/day/capita)
= Compared with:
ADI (mg/kg-bw/day) x {& & (kg/person)
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International Estimated Short-Term Intake
(IESTI)

Case |:

residues in a composite sample reflects the
residue in a meal-sized portion (unit weight
below 0.025 kq);

meat, liver, kidney, edible offal and eggs

When the estimates are based on post-harvest
use of the pesticide, grains, oil seeds and
pulses

IESTI=LP x HR / bw

LP: Large portion size (97.5th percentile
consumption; and (HR) refers (HR or HR-P)
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Case 2:
Meal-sized portion (e.g., single fruit or
vegetable unit) might have a higher residue
than the composite (unit weight above 0.025

ka)
Case 2a: unit weight < large portion size
IESTI={U X HR xv + (LP - U) x HR} / bw
v: variability factor=97.5™" percentile /
mean=3

Case 2b: unit weight > large portion size
IESTI=LP x HR x v / bw

June 1, 2022 Y. Yamada, Ph.D. 24
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Case 3:
Commodities undergoing bulking or blending
and the STMR or STMR-P represents the
likely highest residue
Milk
Grains, oil seeds and pulses when the
estimates are based on the pre-harvest use
of the pesticide

IESTI=LP x (STMR or STMR-P) / bw

f#l%. FAO Manual=Z& &
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Establishment of TTC Value

Chemicals are classified into three classes (Cramer et al, 1978)
Threshold values are calculated from the distribution of
NOELSs for each class (Munro et al, 1996)

Class Description TTC value

(ug/kg bw/d)

| Substances of simple structure, with known| 30
metabolic pathways and innocuous end
products which suggest low oral toxicity

1 Substances with structures less innocuous 9
than Cramer Class | but without features
suggesting significant toxicity

11 Substances with structures suggesting 1.5
significant toxicity or which did not permit
any strong initial presumption of safety

Substances that have the potential to be 0.0025
genotoxic carcinogens June 1, 2022]Y. Yamada, Ph.D. B0




Exposure Assessment (GECDE)
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Residues of Concern obtained in residue depletion
studies

Exposure = 2 median Residue x Food Consumption

The chronic dietary exposure model (currently) used
IS the Global Estimated Chronic Dietary Exposure
(GECDE)

GECDE = (highest exposure from one product) +
(total mean exposure from all other product) (mg/kg
bw)

Data set used is the FAO/WHO Chronic Individual
Food Consumption — summary statistics
(CIFOCOsSs) June 1, 2022 Y. Yamada, Ph.D. 31



Comparison of exposure estimates: example
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