
Industry Activities
Addressing the challenges



Understanding both the scientific and regulatory needs 
for change European and UK Chemicals Legislation

DocsRoom - European Commission (europa.eu)

The EPAA includes 5 Directorates-General of 
the European Commission, 37 companies, 
and 8 European industry federations, each 
representing a separate industrial sector

November 2021 Workshop: New Approach Methodologies 
(NAMs) in Regulatory Decisions for Chemical Safety



Cosmetics
Education and Training
Paul Russell

CTPA New Alternative Methods Workshop

17 March 2022 



AFSA Cosmetics E&T

• Increasing desire globally to perform chemical safety assessments without new 
animal testing 

• Reflected in legislation restricting the use of animal testing for cosmetics

• Requires increasing reliance on new tools

• Focuses on improved exposure estimates coupled with hypothesis-led molecular 
characterization of a chemical’s potential for bioactivity

• New approach to chemical safety assessment not yet reflected in formal regulatory 
guidance

Why now?



Scope
 Safety assessment of cosmetics and cosmetic 

ingredients without new animal data

 Covers all aspects of the process for internal and 
regulatory safety assessments
o Consumer exposure: external and internal
o Acute local effects to systemic repeat effects

AFSA Cosmetics E&T

 Covers the spectrum of available tools as well as some tools in 
development

 Focus on understanding the information generated from the tools 
and how to use this information vs. how to perform or build the 
individual methods

A global training program in animal-free risk 
assessment



Purpose

 Address the needs of regulatory & regulated 

communities, CROs & other stakeholders

 Support regional capacity-building to achieve 

long-term acceptance & implementation of non-

animal approaches to safety assessment

AFSA Cosmetics E&T
A global training program in animal-free risk 
assessment



 Webinars

 Videos

 1-pagers

 AFSA website 

 Continuing education sessions

 Symposia

 Academic lectures & collaborations 

D ISSEMINATION

COSMETICS



Risk assessment process

Exposure 
Estimation

Collate Existing 
Information

Biological activity 
characterisation

Exposure 
Refinement

Risk Assessment 
Conclusion

• Hypothesis-driven

• Exposure-led

• Product & use-specific 

• Iterative process  of  evaluation and information generation

• Risk-based safety decisions through integration of scientific evidence from multiple sources

• Goal is determining safe use

Animal Free Safety Assessment



AFSA Cosmetics E&T program
Covering the NGRA from start to finish

Exposure 
Estimation

Collate Existing 
Information

Biological activity 
characterisation

Exposure 
Refinement

Risk Assessment 
Conclusion

1. Problem 
Formulation

2. Consumer Exposure

4. Exposure Based 
Waiving

3. Predictive Chemistry

6. In Vitro Assay 
Synthesis

5. Internal Exposure 7. Integration into risk 
assessment

8. History of Safe Use Modules

9. Global Regulatory Environment 





Cosmetics Workstream Partners



Partner companies are invited to discuss legislative 
language with HSI & affiliates with a view to global 
harmonisation

Companies whose aims are aligned with those of 
AFSA are invited to join the collaboration

Authorities are invited to provide input in terms of 
training content (priority modules, anything we’ve 
overlooked?) & discuss channels for dissemination

Companies are invited to contribute existing training 
material for specific AFSA modules, or assist in the 
creation of new material

www.afsacollaboration.org/cosmetics


