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The purpose of ad hoc Joint Regulators-Industry Working Group (WG) is to outline principles that underpin the integration of novel methods and data in an exposure-led approach for the safety assessment of cosmetic ingredients. 

Novel methods that need to be considered include in-vitro tests, (quantitative) structure activity relationships [(Q)SARs], computational methods (including exposure models), and other evolving safety assessment tools.

It is understood that the science in these areas is rapidly evolving, with a large number of models and approaches referenced in the literature, ranging from exploratory to those that can be considered mature and well developed but whose applicability domain is outside of cosmetics.  There is therefore a need for safety assessors to understand how these tools may be used alongside existing data to ensure robust safety decision making.

The WG should consider the strengths and limitations of some of the different approaches that could be used in 21st Century decision making, what they tell us, and how they may be used.  This could include the range of available approaches from credible sources including ICATM, OECD, and the mature components of such programs as SEURAT-1 in the EU, TOX21 in the USA, and others.  Previous work by ICCR will also be taken into account and where appropriate built on.

The first deliverable from this effort will be an overview of how these assessment tools may be integrated to assess the safety of ingredients used in cosmetics. 

The WG will inform the ICCR Steering Committee regularly on its progress.  Deliverables include:

· Presentation of revised ToRs for endorsement by ICCR-10 in 2016.
· Report describing the principles underpinning an exposure-led approach to the integration of novel approaches in safety decision making in 2017

The group of experts should include both regulators and industry participants, and the aggregated expertise of the WG includes: 
1. Knowledge of toxicology tools (including QSAR, computational methods, in vitro tests; method/model validation; adverse outcome pathways; use of clinical data; integrated testing strategies, or related disciplines);
 
1. Experience in the application of alternative methods and strategies (e.g. IATA) to support integrated safety assessment (such as in vivo, in vitro and in silico data) of cosmetics;

1. The use of these emerging technologies to meet the needs of a cosmetics safety evaluation;
Nominated experts should have company/association/ government support to review documents, participate in regular calls among the WG and, if deemed necessary, attend one in-person meeting during the ICCR-10, cycle in 2016.
Given the highly specialized nature of this work proposal, ad hoc experts may be identified and invited to participate, as required in specific elements of the work.  The identification and participation of such ad hoc experts on a case by case basis should be at the discretion of the WG participants and co-chairs.
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