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Summary 

 

Since the discovery of the aflatoxins, 50 years ago, mycotoxins have caused concern 

because of their harmful effects to man and animals. Hazards due to mycotoxins include 

carcinogenic, hepatotoxic, immunotoxic, nephrotoxic, neurotoxic, oestrogenic and 

teratogenic effects. Depending on the severity and the probability of the adverse health 

effects, exposure to mycotoxins can pose risks, and these risks can be assessed. 

Mycotoxin risk assessment is the scientific evaluation of the probability of occurrence of 

adverse health effects resulting from human (mostly food-borne) exposure. The main 

authorities in mycotoxin risk assessment are the FAO/WHO Joint Expert Committee on 

Food Additives (JECFA) and the European Food Safety Authority (EFSA). In the risk 

assessment process several steps are distinguished, such as hazard identification, hazard 

characterization (dose-response relationship), exposure assessment and risk 

characterization.  

For unavoidable substances with a treshhold of toxicity, where chronic exposure is 

relevant, risk assessment may lead to the establishment of a tolerable daily intake (TDI). 

Many mycotoxins belong to this category of substances, and for various mycotoxins 

JECFA and EFSA have derived (temporary) TDIs. For some mycotoxins the risk 

assessment process by EFSA is ongoing. For genotoxic carcinogenic mycotoxins (non-

thresholded toxicity, e.g. aflatoxins), risk assessment may lead to the establishment of a 

benchmark dose (BMD).  

 

Risk assessment is the main scientific basis for the setting of mycotoxin regulatory limits 

in food and feed by national governments or economic communities (e.g. EU, 

MERCOSUR, Australia/New Zealand). However other factors play a role in the decision-

making process focused on setting of regulations for mycotoxins. E.g. the distribution of 

the concentration of mycotoxins in products is an important factor to be considered in 

establishing regulatory sampling criteria. In addition reliable analytical methods will have 

to be available to make enforcement of the regulations possible. Apart from the scientific 

factors economic factors, such as commercial and trade interests and food security issues, 

also have an impact. Weighing the various factors that play a role in the decision-making 

process to establish mycotoxin tolerances is therefore of crucial importance. Despite the 

difficulties, mycotoxin regulations have been established in at least 100 countries and for 

13 different  (groups of) mycotoxins during the past decades, and newer regulations are 

still being issued.  
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