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derived by conventional methods. The Consultation recommended that safety assessment
based upon the concept of substantial equivalence be applied in establishing the safety of food
products derived from genetically modified organisms.

Further strains/varieties may be derived from genetically modified organisms by

conventional techniques, such as traditional animal or plant breeding. Where the genetically

modified organisms have been determined to be acceptable as a result of the safety

assessment, these further strains/varieties should be assessed on their own merits accordmg

to practices apphed for the assessment of conventionally-derived organisms,

5.1 Products that are shown to be substantially equivalent to existing foods or food
components

Background: characterization of the modified organism

It is necessary to gather information to characterize the genetically modified organism
from which a food under consideration is derived, This information is needed before.
decisions can be taken regarding the parameters to be examined in establishing whether or
not substantial equivalence exists between a new food and an existing food. Several of the
strategies and guidelines which currently exist (see references, Section 9) to address
genetically modified food products were reviewed and the following relevant information
from these€ might be considered:

Host

Origin; taxonomic classification; scientific name; relationship to other organisms;
history of use as a food or as a food source; history of production of toxins;
allergenicity; infectivity (microorganisms); presence of anti-nutritional factors and
physiologically active substances in the host species and closely-related species; and
significant nutrients associated with the host species.

Genetic modification and inserted DNA

Vector/gene construct; description of DNA components, including source;
transformation method used; and promoter activity.

Moedified organism
Selection methods; phenotypic characteristics compared to host; regulation, level
and stability of expression of intfoduced gene(s); copy number of new gene(s);

potential for mobility of introduced gene(s); ﬁmcuonahty of introduced gene(s); and
characlenzatlon of the insert(s).
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