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INTRODUCTION

The rodent cancer bioassay is currently used as a standard approach for
assessing carcinogenic potential of agrochemicals. The bioassay is time intensive,
uses large numbers of animals, and has limited ability to address human
carcinogenicity, which has led to the development of new approaches to facilitate
the modernization of carcinogenicity assessment.

Multiple initiatives are actively developing frameworks to structure a new approach
to carcinogenicity assessment, including weight of evidence (WoE)-based
approaches using in silico, in vitro, and short-term in vivo tests.1°

The mapping exercise presented here aims to scope available approaches, and
proposes their integration to provide a harmonized strategy towards a WoE-based
carcinogenicity assessment without long-term rodent bioassays.’
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® EPAA Prediction of Carcinogenicity of Agrochemicals ' /

HESI eSTAR: Transcriptomic Data Files for Carcinogenomics

ICHS1 Regulatory Testing Paradigm of Carcinogenicity in rats

NTP Health Effects Innovations: Carcinogenicity testing for the 21st century
OECD IATA of Non-genotoxic Carcinogens

ReCAAP: Rethinking Carcinogenicity Assessment for Agrochemicals Project

PARC: European partnership for the assessment of risks from chemicals
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Develop a cluster of IATA case studies that
provide examples of weight of evidence based
carcinogenicity assessment without rodent
cancer bioassays under a variety of legislations.

CONCLUSIONS

* It Is possible to determine carcinogenicity potential to protect human
nealth without performing the standard cancer bioassay.

* For a harmonized roadmap to achieve a modern, human relevant
carcinogenicity assessment, the following should be considered when
building collaboration:

o Fit-for-purpose new approach methodologies (NAMSs) that can
pe used in the harmonized carcinogenicity assessment.

o Regulatory needs to establish decision criteria for evaluating a
WoE-based carcinogenicity assessment.
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|dentify fit for purpose new approach methodologies that can be used to
develop an Integrated Approaches for Testing and Assessment (IATAS).
https://www.oecd.org/chemicalsafety/risk-assessment/iata/

ldentify relevant initiatives and research
projects, to design a harmonized roadmap
that will permit achieving a modern, human
relevant carcinogenicity assessment.’
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MAPPING & ALIGNMENT

Adapted Cohen et al. decision tree for carcinogenicity assessment?
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