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ABSTRACT - Maximum level of hazardous chemicals in foods can be settled after overall investigation of tox-
icological database, the representative exposure assessment, risk level on the present exposure level, the need of max-
imum level establishment, making of maximum level scenario proposed under consumer protection and verification
of contamination reduction method and review of application efficiency on maximum level for risk management. The
maximum level should be needed when the risk value of specific chemical caused by food ingestion was high and
chronic human exposure was predicted continuously unless the maximum level exists. The key role of the risk assess-
ment is to improve the efficiency of the risk management to reduce the present risk level and make the risk manage-
ment policy scientifically by setting the representative result of the risk assessment.
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Fig. 1. Procedure for Identifying Maximum Level in WHO/JECFA. *Principles for the safety assessment of food additives and contami-
nants in food. **Principles for the toxicological assessment of pesticide residues in food.
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Table 1. Criteria for the Establishment of Maximum Levels of Hazardous Chemicals in Foods

* MLs shall be set only for those contaminants that present both a significant risk to public health and a known or expected prob-
lem in international trade.

* MLs shall be set only for those foods that are significant for the total exposure of the consumer to the contaminant.

* MLs shall be set as 10w as reasonably achievable.

* Proposals for MLs in products shall be based on data from at least various countries and sources, encompassing the main pro-
duction areas/processes of those products, as far as they are engaged in international trade.

* MLs may be set for product groups when sufficient information is available about the contamination pattern for the whole
group, or when there are other arguments that extrapolation is appropriate.

* Numerical values for MLs shall preferably be regular figures in a geometric scale ( 0.01, 0.02, 0.05, 0.1, 0.2, 0.5, 1, 2, 5 etc.),
unless this may pose problems in the acceptability of the MLs.

A
Frequency

ML  ML2 ML1 concentration

* MLs shall apply to representative samples per lot.

* MLs should not be lower than a level which can be analyzed with methods of analysis that can be readily applied in normal
product control laboratories.

* The contaminant as it should be analyzed and to which the ML applies should be clearly defined.

* The product as it should be analyzed and to which the ML applies, should be clearly defined.

* Guidance is desirable regarding the possible application of MLs established for primary products to processed products and
multi-ingredient products.

* MLs shall preferably not be set higher than is acceptable in a primary (theoretical maximum intake and risk estimation)
approach of their acceptability from a public health point of view.
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