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EFSA-SANTE Action Plan

• Timeline: TBC

• Further methodological 
development is needed

• Timeline: TBC

• Assess the risks related to new 
authorisations

• Timeline: from 2022 onwards

• FPA with MS consortium

• Repeated on a regular basis 
based on CAGs update and 

exposure changes

• Timeline: from 2021 to 2026 –
2030

• Estimated new 
organs/systems: 8 to 15

• Prioritisation: repeated every 3 
years
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of substances 

and 
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ms
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CRA
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CRA

Integration of 
non-dietary 

exposure

▪ In February 2021, EC and EFSA have published an action plan to accelerate development of

the methodology for CRA of pesticides and facilitate its gradual implementation into regulatory

practice. https://food.ec.europa.eu/system/files/2021-03/pesticides_mrl_cum-risk-ass_action-plan.pdf



Historical background

2007 2009 2011 2013 2015 2017 2021

Development activities for pesticides 

• Tiered methodology for cumulative risk assessment (PPR, 2009)
• Methodology for probabilistic exposure assessment (PPR, 2012)
• Methodology for cumulative assessment groups (PPR, 2013)
• Monte Carlo Risk Assessment software (ACROPOLIS Project, 2013)

Regulation 396/2005
Setting of MRLs for pesticides

Regulation 1107/2009

“…take into account known cumulative 
and synergistic effects of pesticides 
when the methods are available…”

Placing on the market of PPPs

2019

Retrospective CRA (2014-2022)

• Software development
❖ RIVM: MCRA
❖ EFSA: SAS®-based 

• Pilot project (2016-2019): Effects on the thyroid and the 
nervous system

• 2020: chronic AChE inhibition
• 2022: craniofacial alterations



▪ EFSA report published on 6th October 2022

2 Cumulative assessment groups (CAG):

▪ Craniofacial alterations due to abnormal skeletal development (CAG-DAC)

▪ Head soft tissue alterations and neural tube defects, not due to abnormal 
skeletal development (CAG-DAH)

CONCLUSION: The threshold for regulatory consideration established by 
risk managers (MOET<100) is not exceeded.

Retrospective CRA of craniofacial alterations
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Population groups

15 groups

Women of 
childbearing age

14 countries



FPA on retrospective CRA (2nd call)
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FPA on retrospective CRA (2nd call)
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▪ 1st call (July 2021) not awarded, followed by market analysis in December 2021

▪ FPA specific actions: 3 organs (kidney, liver, tbd) + 3 repetitions (thyroid, nervous 

system, tbd)

▪ EFSA award letter sent to a consortium by July 2022. FPA still under signature process

▪ Kidney assessment will be based on work carried out by EFSA WG on the 

establishment of specific effects on the kidney relevant for CRA



Prospective CRA
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EFSA-SANTE ACTION PLAN for prospective CRA:

✓Development of prospective case studies, under EFSA-RIVM cooperation (2020-2021)

✓Feedback from an expert group of the Standing Committee for Plants, Animal, Food 
and Feed (PAFF committee) on the case studies (2020-2021)

▪ ONGOING: testing of the selected scenario and possible options in a “mock” 
assessment (acute and chronic effects) based on a real MRL application. Specific 
agreement under EFSA Pesticides Tasking Grant.

▪ Agreement of the PAFF Committee on consolidated methodology

▪ Gradual implementation of prospective CRA in regulatory MRL-setting

▪ Partnership EFSA-RIVM for the development and maintenance of an open source 
MCRA software



Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa
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https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fcontact%2Faskefsa&data=02%7C01%7C%7Cdda0d77411614bc0ac3e08d7b14ffa95%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw%2FAoziza8DQg167yWO1M%3D&reserved=0

