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Regulatory Assessment of Single
Event Biotechnology Products

Gene/Protein Safety

ood and Feed Safet R Y

» Gene(s) » Food/Feed Safety
- Source(s) - Proximate analysis
- Molecular characterization - Key nutrients and anti
- Insert/copy number/gene integrity nutrients
. Protein(s) - Animal performance
assessment

- History of safe use and consumption
- Function/specificity/mode-of-action
- Expression Levels

- Toxicology/Allergenicity
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Regulatory Assessment of Single Event
Biotechnology Products - Environment

* Plant pest potential e Impact on fish
«  Agronomic assessment © Trout
. Catfish
. Gene flow
. Seed dormancy and germination ¢ Impact on birds
. Pollen Viability and Morphology *  Quall

* Persistent in the environment . Impact on mammals
. Soil degradation study . Mice
e Impact on soil invertebrates
. Earthworms .
) ) * Insect resistance management
. Springtails
e Impact on aquatic invertebrates
. Water fleas
e Impact on beneficial insects

. Ladybugs, honeybees, parasitic wasps,
beetles, lacewings and monarch butterfly
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