
Accelerating the Pace of 
Chemical Risk Assessment

OECD Overview
November 2019

The views in this presentation are those of the authors and do not necessarily reflect the views of the Agencies.



What is APCRA?

• A series of international workshops that bring together 
governmental entities engaged in development of higher 
throughput hazard, exposure, and risk assessment 
methods and approaches in their chemical evaluation 
activities.

– To discuss progress and barriers in applying new tools to 
prioritization, screening, and quantitative risk assessment of 
differing levels of complexity. 

– To discuss opportunities to increase collaboration in order 
to accelerate the pace of chemical risk assessment.
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Goals and Outcomes of First Workshop

• Hosted by US EPA

• Washington, DC (2016)

• Focus of the first workshop
– Compilation of a master list of chemicals of common 

international interest for ongoing and future NAM 
application

– Identification of potential sources of NAM 
information and how such information could be 
shared and exploited

– Common understanding of current state of the 
science applications of New Approach Methods 
(NAMs), including the regulatory context and 
presentation of practical examples

– Commitment to development and sharing of case 
studies of mutual interest 

• A total of 10 case studies were originally 
proposed
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• Hosted by ECHA

• Helsinki FINLAND (2017)

• Focus of the second workshop

– Identifying and addressing critical data 
gaps

– Understanding requirements for 
acceptance of NAMs by regulators and 
the public

– Adding NAMs for exposure analysis

• A total of 6 case studies were 
continued
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Goals and Outcomes of Second Workshop



• Hosted by Health Canada

• Ottawa, ONTARIO (2018)

• Focus of the third workshop

– Identifying and addressing critical data 
gaps

– Increasing understanding of realistic 
benchmarks for performance of NAMs 
in different regulatory contexts.

– Adding NAMs for ecotoxicology 
analysis

• A total of 4 new case studies were 
proposed 
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Goals and Outcomes of Third Workshop



• Hosted by US EPA

• Research Triangle Park, NC 
(2019)

• Focus of the fourth workshop

– Overview of current and new case 
studies

– Progress in applying new approach 
methodologies (NAMs) in different 
regulatory contexts

– Integration of NAMs in risk 
assessment

• A total of 4 new case studies 
were proposed 
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Goals and Outcomes of Fourth Workshop



• Prospective Case Study to assess chemicals, using and developing New Approach Methodologies 
(NAM) –ECHA

• Use of transcription profiles and primary human liver cells grown as spheroids to address potency 
and additivity of perfluorinated alkylated substances: Applications for read-across and additivity in risk 
assessment of emerging PFAS –Health Canada 

• Revisiting and updating chemical categorizations with new approach methods (NAMs) – US EPA

• Evaluation of Quantitative Structure Use Relationship (QSUR) Models with Industry-Reported Data –
US EPA 

• Further Exploration of High-Throughput and Traditional Exposure Estimates to Advance NAM and 
Prioritization Tools for Exposure – Health Canada 

• EDC-NAM Categorization – INERIS 

• Investigating the applicability of bioactivity data to inform quantitative hazard assessments for 
ecological species using bioactivity-to-exposure ratios (eco-BER) – Environment Climate Change 
Canada 

• Substantiating Chemical Categories with Omics-derived Mechanistic Evidence (SuCCess) –ECHA

• Evaluation of the zebrafish (Brachydanio rerio) model as an in vivo NAM that serves as an alternative 
to rodent assays for validating in vitro assays in the assessment of chemicals for general toxicity and 
endocrine disruption – Health Canada
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Ongoing APCRA Case Studies



• In vitro assessment of digestibility and gastrointestinal absorption of nanofibers 
–European Food Safety Authority 

• Investigating the applicability of high throughput transcriptomics data to inform 
quantitative hazard assessments for ecological species using bioactivity-to-
exposure ratios (eco-BER) – US EPA

• A NAM-Based Integrated Approach for Screening Potential Genotoxic 
Chemicals – Health Canada

• Advanced Threshold of Toxicological Concern (TTC) for priority setting –
NICNAS
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New APCRA Case Studies
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First Published Joint APCRA Case Study

Toxicol Sci. 2019 doi: 10.1093/toxsci/kfz201

https://www.ncbi.nlm.nih.gov/pubmed/31532525


• Health Canada: Translating from case studies to 
implementation of NAMs for priority setting and 
risk assessment modernization in 

• EFSA: Application of NAMs in the regulatory 
decision-making process 

• ECHA: Update on use of NAMs under REACH 

• US EPA:  Modernizing regulatory decision making 
through NAMs integration 

• OECD: OECD planning to incorporate NAMs 
across regulatory frameworks
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Applying NAMs in different regulatory contexts



• Systematic consideration of mode of action in the ecological 
risk assessment of industrial chemicals –ECCC 

• Grounding NAMs using Systematic Review Methods and 
Interoperable Tools – US EPA 
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Integration of NAMs in Risk Assessment



• APCRA will:
– Be a platform for innovation and idea exchange between 

regulatory scientists
– Lead discussions on when there is sufficient knowledge 

and confidence to bring NAMs into particular regulatory 
contexts

– Continue to develop new collaborative case studies to 
address gaps in specific scientific and regulatory needs

– Consider sharing results of the case studies through the 
OECD

– Continue to communicate progress on the overall APCRA 
effort, using periodic public webinars and scientific 
publications on advances in the science
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Path Forward



• APCRA-4 Public Update

– Webinar designed to share updates from the October meeting
– Proposed for early 2020
– Will be open to public stakeholders

• Fifth APCRA workshop

– Co-hosted by ECHA and RIVM
– In conjunction with 11th World Congress on Alternatives and 

Animals Use in the Life Sciences – August 2020
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Next Steps
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