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ÅDrivers for Cosmetic Safety assessment

ÅTiered testing Strategies and Exposure led safety assessment 
NGRA

ÅChallenges and outcomes using case study examples

ÅSummary

Outline
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Ensuring Safe Ingredients for Foods, Drinks, Homecare 
and Cosmetic Products (not drugs)

Risk Based Approach: 
Considers both the hazard and the 
exposure to evaluate the risk 

Can we safely use x% of 
ingredient y  in  product?

For consumers ; workers ; 
the environment
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Decision frameworks in NGRA Ɨ Tiered approaches

Berggren et al., 2017 Thomas et al., 2019 ASPA ver 1.9

Problem formulation Ɨ Tier 0 Initial BER estimate Ɨ Tier 1 BER refinement Ɨ Tier 2

Safety Decision
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Safety without animal testing - Next Generation Risk Assessment (NGRA)

NGRA is defined as an exposure -led , hypothesis -
driven risk assessment approach that integrates 
New Approach Methodologies (NAMs) to assure 

safety without the use of animal testing

The hypothesis underpinning this 
type of NGRA is that if there is no 

bioactivity observed at consumer -
relevant concentrations, there can 

be no adverse health effects. 
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Application of NGRA case studies Ɨ Protection Goal

Blue: low risk chemical-exposure 
scenario
Yellow: high risk chemical-exposure 
scenario 
Exposure scenarios within the blue 
shaded region are identified as low risk.


