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Threshold approaches
ADI (Acceptable Daily Intake) is derived from an experimental NOEL or NOAEL by
applying
appropriate safety factors.
* Safety factors (Uncertainty factors)
- Variation in Sensitivity / Genetic outbreeding / Dietary habit
- Availability of pertinent data / Concern (severity or irreversibility on effects)
{Uncertainty on mechanisms
% Other method
-Benchmark dose (ex. ED10, ED5) draws more attention on data near the
observed dose-response
range, but still subject to application of safety factors
-Attention to special population groups, like children, pregnant woman, are
protected by an
appropriate choice of the intra-species conversion factors, or special
consideration of their
exposures
Non-threshold approaches
For genotoxic carcinogens, two management approaches are available,
(1) Ban the chemical from commercial use

(2) Establish a level of risk that is sufficiently small to be deemed negligible
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Uncertainty and Variability in the Risk Assessment Process

(a) Variability (Heterogeniety)
ex. Food consumption rates, Exposure duration, Expected lifetime.
Stochastic determination of mean, variance, skewness, etc.
(b) True uncertainty
Lack of knowledge

- Uncertainty and variability in hazard characterisation
(2) Mode! uncertainty
Accuracy and completeness of the representation of the biological processes
(b) Variance by animals in response at a given dose
(c) Variability in species extrapolation




