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Document type: Scientific justification

Focus: Evidence-based risk assessment

Application: Animal nutrition

Ingredient: Ingredient Z (fictional)

Status: Mock document prepared for portfolio use only

1. Purpose and Regulatory Context

This scientific justification has been prepared as a mock document for portfolio
purposes. It is intended to demonstrate critical evaluation of scientific literature,
structured risk assessment, and alignment with European Food Safety Authority
(EFSA) risk assessment principles.

The document does not represent a real regulatory submission and contains no
proprietary or confidential data.

2. Description of the Ingredient

The ingredient under assessment, hereafter referred to as Ingredient Z, is a
hypothetical botanical-derived substance intended for use as a nutritional component
in animal feed.

The ingredient is standardised to a defined range of characteristic compounds and
manufactured under controlled conditions to ensure consistency and quality. It is not
intended to exert pharmacological activity and is not classified as a veterinary
medicinal product.

3. Evidence Base Considered

The safety evaluation is based on a weight-of-evidence approach, integrating
information from multiple sources, including:

e In vitro toxicological studies

e Animal studies relevant to oral exposure

e Published scientific literature

o Historical exposure and use considerations

Each line of evidence has been assessed for relevance, reliability, and limitations.

4. Toxicological Considerations

4.1 In Vitro Data
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Available in vitro studies provide initial information on cytotoxicity and potential
biological activity at the cellular level. No indications of genotoxicity or cytotoxic effects
were observed at concentrations relevant to anticipated dietary exposure.

While in vitro data alone are insufficient for safety conclusions, they contribute to the
overall assessment when considered alongside in vivo data.

4.2 Animal Studies

Animal studies identified in the literature indicate no adverse effects at exposure levels
exceeding those expected under the proposed conditions of use. Observed endpoints
include general health parameters, body weight, and clinical signs.

Where study designs differ from current regulatory standards, conservative
interpretation has been applied.

4.3 Historical Exposure

The ingredient, or structurally related substances, has a documented history of
exposure through dietary sources. No safety concerns have been reported at intake
levels comparable to or exceeding those proposed for animal feed use.

Historical exposure data have been considered supportive but not determinative.

5. Exposure Assessment and Margin of Safety

Estimated dietary exposure for the target species was calculated using conservative
assumptions regarding feed intake and body weight.

Where applicable, margins of safety were derived by comparing estimated exposure
levels with the highest relevant no-observed-adverse-effect level (NOAEL) identified
in the available data.

The resulting margins of safety are considered adequate to account for:

e Interspecies variability
o Data uncertainties
o Differences in exposure duration

6. Management of Data Gaps and Uncertainty

Recognised data gaps include the absence of long-term tolerance studies in the target
species. These uncertainties have been addressed by:
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» Applying conservative exposure assumptions
» Relying on higher-tier toxicological endpoints where available
o Limiting proposed inclusion levels

This approach is consistent with EFSA risk assessment methodology for situations
where complete datasets are not available.

7. Overall Scientific Conclusion

Based on the integration of available evidence, Ingredient Z does not raise safety
concerns for animal use at the proposed inclusion levels.

The application of a weight-of-evidence approach, combined with conservative
assumptions, supports the conclusion that the ingredient can be considered safe
under the intended conditions of use.

8. Disclaimer

This document has been prepared solely for portfolio and illustrative purposes. It
does not represent a real ingredient, safety assessment, or regulatory submission and
should not be interpreted as regulatory advice.
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