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In Europe, plant protection products are regulated by:  

 

 Regulation 1107/2009 concerning the placing of plant protection 
products on the market 

 Regulation 283/2013 setting out the data requirements for active 
substances: 

 

«Relevant epidemiological studies 

shall be submitted, where available» 

 

EPIDEMIOLOGICAL STUDIES ON PESTICIDES - REGULATION 

 No obligation for the petitioners to conduct epidemiological studies 
for the AS undergoing the approval or renewal process 

 systematic literature review is required for the a.s. and its relevant 
metabolites and published within the last ten years before the date 
of the submission of the dossier 

 in Europe usually available after the first approval of an a. s. and 
therefore not included in the DAR (unless prior approval in another 
jurisdiction) 
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BACKGROUND- EFSA ESTERNAL SCIENTIFIC REPORT 

 
 
 
 
 
 
 
 
 

 
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract 
 
 Systematic literature review of epidemiological studies published 

between 2006 and 2012 (summarises the association between pesticide 
exposure and any health outcome) 

 A statistically significant association was observed through fixed and 
random effect meta-analysis between pesticide exposure and: 

 Liver, breast and stomach cancer 
 Amyotrophic lateral sclerosis 
 Asthma 
 Type II diabetes 
 Childhood leukaemia 
 Parkinson’s disease 

http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2013.EN-497/abstract
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 The authors of the report could not draw firm conclusions for 
the majority of the health outcomes 

 Epidemiological studies suffer from a number of 
limitations and large heterogeneity of data 

 Broad pesticides definitions 

 The scope of the report did not allow the in-depth 
associations between pesticide exposure and 
specific health outcomes 

 

 Mandate for 2 Scientific Opinions: 

1. Investigation into experimental toxicological properties 
of PPP having a potential link to Parkinson’s disease and 
childhood leukaemia 

2. Epidemiological studies in Pesticide Risk Assessment 

 

BACKGROUND – CONT’D 
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SUMMARY OF EFSA ACTIVITIES 
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STAKEHOLDER WORKSHOP-PARIS 2015 

 50 participants from 
academia, regulatory 
bodies, NGOs, 
industry and other 
stakeholders 

http://onlinelibrary.wiley.com/doi/10.2903/sp
.efsa.2015.EN-798/abstract 
 

http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2015.EN-798/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2015.EN-798/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2015.EN-798/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2015.EN-798/abstract
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2015.EN-798/abstract
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 Organised to discuss the use of epidemiological studies in 
the risk assessment of pesticides 

 Structured in three sessions followed by three break out 
sessions 

 The use of epi studies and their integration in regulatory 
RA was still limited 

 Intrinsic difficulties to evaluate epidemiological 
observational studies (definition of causality, lack of 
reliable characterisation of exposure and biological 
plausibility). Need to improve exposure assessment was 
considered a priority 

AIM AND OUTCOME OF THE STAKEHOLDER WORKSHOP 
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https://www.efsa.europa.eu/
it/efsajournal/pub/4691 
 

 Analysis of the 
involvement of pesticides 
exposure as a risk factor 
in the pathogenesis of PD 
and CHL (intrinsic 
weaknesses of epi studies 
that do not allow firm 
conclusions on causal 
relationships) 

 The AOP framework was 
used to assess biological 
plausibility of 
epidemiological 
association between 
pesticide exposures and 
human health outcomes 

1ST SCIENTIFIC OPINION 

https://www.efsa.europa.eu/it/efsajournal/pub/4691
https://www.efsa.europa.eu/it/efsajournal/pub/4691
https://www.efsa.europa.eu/it/efsajournal/pub/4691
https://www.efsa.europa.eu/it/efsajournal/pub/4691
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 http://onlinelibrary.wiley.com/
doi/10.2903/sp.efsa.2016.EN-
955/epdf 

 Systematic literature review of 
relevant publications related to 
the mechanisms involved in 
the pathogenesis of PD and CL 

 to define and map the causal 
linkages between a molecular 
initiating event and a final 
adverse outcome at the 
biological level of the disease 
and to identify the key steps in 
the pathogenesis of these two 
diseases that might involve 
chemical agents (including 
pesticides) 

 The outcomes of the SR 
provided basis for the 
development of a prototype 
Adverse Outcome Pathway 
(AOP) for assessing risk 
factors for PD and CL 
 

SYSTEMATIC LITERATURE REVIEW ON PD AND CL 

http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-955/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-955/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-955/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-955/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2016.EN-955/epdf
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 100 comments received 

 Public Consultation Report  
(http://onlinelibrary.wiley.
com/doi/10.2903/sp.efsa.
2017.EN-1190/pdf) 

 

PUBLIC CONSULTATION OF THE 1ST OPINION 

http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1190/pdf
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2ND SCIENTIFIC OPINION 

http://onlinelibrary.wiley.co
m/doi/10.2903/j.efsa.2017.5
007/full 

 

 To assess the methodological 
limitations of pesticide 
epidemiological studies 

 To provide recommedations to 
improve the quality and 
reliability of pesticide 
epidemiological studies to 
overcome the limitations and 
to facilitate an appropriate use 
for RA 

 To propose a methodological 
approach to integrate and 
weight multiple lines of 
evidence, including 
epidemiological data for 
pesticide RA 

http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2017.5007/full
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2017.5007/full
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2017.5007/full
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file:///D:/Downloads/Bevan_
et_al-2017-
EFSA_Supporting_Publications
%20(2).pdf 

 

 Systematic literature 
review of available 
information on HBM of 
pesticides in occupational 
setting 

HUMAN BIOMONITORING DATA COLLECTION FROM OCCUPATIONAL 
EXPOSURE TO PESTICIDES 

file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
file:///D:/Downloads/Bevan_et_al-2017-EFSA_Supporting_Publications (2).pdf
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 223 comments received 

 Public Consultation Report  
(http://onlinelibrary.wiley.
com/doi/10.2903/sp.efsa.
2017.EN-1314/epdf) 

 

PUBLIC CONSULTATION OF THE 2ND OPINION 

http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1314/epdf
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SCIENTIFIC CONFERENCE - TODAY 
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 The Scientific Committee → overarching Guidance on 

the use of the epidemiological evidence in RA 

 Other follow up activities? 

NEXT STEPS 


