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Goals: 

 Improve the quality of scientific 
guidance and methodologies 

 Develop and integrate NAM-based 
approaches for regulatory risk 
assessment 

 Minimisation of animal testing 

 Ensure more informative risk 
assessments 

 Make use of wider, improved and 
new data streams 

 

 

Actions: 
 Launch experimental case studies for 

filling data gaps identified in EFSA risk 
assessments using NAMs 

 Define in parallel the mid-term strategy 
(i.e. development of a Roadmap for 
action) 

 Explore the use of AI for integrating 
NAMs data in risk assessments 

 Increase international cooperation (i.e. 
via NanoNetwork, APCRA, and ILMERAC 
Working Group on NAMs) 
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EFSA NAMS PROJECT ONGOING CASE STUDIES, SECTORS AND 
TOXICOLOGICAL ENDPOINTS COVERED 
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EFSA NAMS PROJECT TARGETED APPROACH FOR CREATING PROOF OF 
CONCEPTS CASE STUDIES 
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EFSA NAMS CASE STUDY ON TEBUFENPYRAD  

Aim: explore the use of NAMs to 
investigate the neurotoxicity potential of 
the pesticide Tebufenpyrad 
 

• Part 1: ‘Development of 
physiologically-based kinetic (PBK) 
model coupled with pulmonary and 
dermal exposure’ 
• Part 2: ‘Hazard characterisation and 

identification of the Reference Point’ 

A Workshop on the results of the 

project and follow up activities 

was organised in September 2022  

Q3 2020 – Q3 2022  
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Aim: explore potential effects of 
nanocellulose as a model for dietary 
nanofibres relevant to EFSA 
 

• Lot 1: ‘Nanocellulose oral exposure: 
gastrointestinal digestion, nanofibers 
uptake and local effects’ 
• Lot 2: ‘Exploring the use of gut-on-a-

chip models for risk assessments of 
nanofibers’  
 

EFSA NAMS CASE STUDY ON NANOCELLULOSE 

Q1 2022 – Q2 2023  

APCRA 
Case 

Study 

Cellulose nanofibrillated and nanocrystals 

(Catalan et al., 2015-2017) 

Lot 1 

Lot 2 



EFSA NAMS CASE STUDY ON PFAS 

Aim: to develop and implement NAM-
based IATA for exploring the mode of 
action (MoA) for the observed 
immunosuppression effects (i.e. 
reduction in the vaccination efficacy and 
possible increase in susceptibility to 
infectious diseases) and for addressing 
immunotoxicity of PFAS other than 
PFOS and PFOA, including the 
assessment of a common MoA and 
potency differences.  

 
Q1 2022 – Q1 2024  

APCRA 
Case 

Study 
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EFSA NAMS CASE STUDY ON ESSENTIAL OILS 

Aim: to design and conduct a 
series of NAM-based 
experimental studies for 
assessing qualitative and 
quantitative differences and 
similarities in metabolic 
competences across different 
target species for essential oils 
components and to conduct a 
QIVIVE and comparison among 
species.    

 

Q1 2022 – Q1 2024  
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EFSA AI4NAMS PROJECT 

Aim: to explore the use of 
artificial intelligence (AI)-based 
tools for searching, 
extracting and integrating 
NAMs-based data into 
chemical risk assessment. As 
real proof-of-concept, the 
approach developed will be 
applied to selected chemicals 
and endpoints relevant to 
EFSA and finally integrated into 
(refined) EFSA risk 
assessments.  

 
Q3 2021 – Q2 2023 
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Result: six prioritised areas 

Aim: to propose potential  
EFSA priorities regarding 
the incorporation of NAMs 
into regulatory hazard and risk 
characterisations of chemicals 
in food and feed 

EFSA ROADMAP FOR ACTION ON NAMS  

Address reporting templates; 
Develop guidance on the 

integration of NAM-based data 
into feed and food risk 

assessment 

ADME4NGR

A 

NAMs4NANO 

AOP & omics 10 



NEW EFSA PROJECT ‘NAMS4NANO’ 

Title: NAMS4NANO (GP/EFSA/MESE/2022/01) 

Integration of New Approach Methodologies 
results in chemical risk assessments: case 

studies addressing nanoscale considerations 

 

 

 
First phase: (3 LOTs, ongoing) 

 Design EFSA relevant case studies in 
the area of nanomaterials integrating 
NAMs and existing data 

 Development of methodologies  
to promote the use of NAMs data and 
its integration in EFSA risk 
assessments 

 

 

 

 

Second phase: (to be launched in 2024) 

 Design case studies on nanoplastics 

 Develop a risk assessment guidance 
for nanocontaminants and promote an 
international risk assessment for 
nanoplastics 

 

 

Q1 2023 - Q2 2026 



• Objective 1: Reviewing the available NAM-based 
tools and methods for assessing the toxicity of 
nanoparticles, in particular those developed by 
recent EU Research projects. 

• Objective 2: Developing a qualification system for 
facilitating the regulatory use of NAM tools and 
methods, using the experience from EU and 
international agencies (EMA, US FDA).  

• Objective 3: Designing and conducting a first set of 
proof-of-concept case studies to demonstrate that 
the combination of existing in vivo information and 
NAM-based data can provide better information for 
safety assessments than new in vivo studies. 

 

FIRST PHASE (ONGOING) 

LOT 1: Review of tools and 

developing a ‘Qualification 
System for NAMs’ 

LOT 2: Risk assessment 

case studies 

LOT 3: Methodological 

and generic case studies 

3 Objectives in 3 LOTs 
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NAMS: TANGIBLE OUTCOMES 
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 Fill data gaps in chemical risk 

assessment without generating new 

in vivo data 

 Move towards a mechanistic-

based risk assessment 

 Enhanced acceptance/confidence 

to use NAMs data, IATA and 

biomarker data in the derivation of 

Health Based Guidance Values 

 Promote internationally harmonised 

guidance 



Questions?  
mariachiara.astuto@efsa.europa.eu  
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Thank you for  
your attention! 



STAY CONNECTED 

SUBSCRIBE TO 

efsa.europa.eu/en/news/newsletters 

efsa.europa.eu/en/rss 

Careers.efsa.europa.eu – job alerts 

 

FOLLOW US ON TWITTER 

@efsa_eu  @methods_efsa 

@plants_efsa @animals_efsa 

FOLLOW US ON INSTAGRAM 

@one_healthenv_eu 

CONTACT US 

efsa.europe.eu/en/contact/askefsa 

FOLLOW US ON LINKEDIN 

Linkedin.com/company/efsa 

LISTEN TO OUR PODCAST 

Science on the Menu –Spotify, Apple Podcast and YouTube  


