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Risk assessment decision-making where data are available

Exposure Based Waiving

Collate Existing Exposure

Information Estimation Read Across Conclusion

Safety decisions can be made at this stage:

* In cases where the applied dose exposure estimates show that the consumer is only exposed to negligible
amounts of the compound of interest. i.e. they are below the threshold of toxicological concern.

* For compounds where there are relevant toxicological data available it is possible to conclude at this stage or
build a robust read across case based on literature evidence.
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NGRA: Characterising
Uncertainty

The calculated MoE distribution
encompasses various sources of

uncertainty in translating NAMs into a
safety decision. These include:
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A case study approach - human health safety assessment
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Concluding remarks:

* The types of data that will need to be generated will be specific to the risk
assessment questions being asked.

* The approach taken must follow the principles of NGRA and be:
+ Exposure-Led
+ Hypothesis Driven
* Human Relevant
 Designed to Prevent Harm

* Determination of a margin of exposure can be done by comparing the
internal consumer exposure estimates with in vitro points of departure
and factoring in sources of uncertainty.
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Thank You!

Sophie Cable
Safety Scientist at Unilever
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