Science Advice for Policy by European Academies

IMPROVING AUTHORISATION
PROCESSES FOR

PLANT
PROTECTION
PRODUCTS
IN EUROPE
A scientific perspective on the assessment
of potential risks to human health
Summary and Options

Could the current European Union dual
system for approval and authorisation of
plant protection products be rendered more
effective, efficient, and transparent, and if so, how
could this be achieved?
This question was put to the European Commission’s Scientific Advice
Mechanism (SAM) by Commissioners Vytenis Andriukaitis (Health &
Food Safety) and Carlos Moedas (Research, Science, & Innovation).
The SAPEA Consortium, an integral part of SAM, was asked to produce an
Evidence Review Report (ERR) to support the development of a Scientific
Opinion by the Group of Chief Scientific Advisors (GCSA), which provides
independent scientific advice to the Commission. A SAPEA Working Group
of European experts was tasked to focus on methods and procedures
for assessing potential harmful effects on human health from the use
of PPPs, to report on both the current scientific state-of-the-art and
the potential for future developments in toxicity assessment, and to
identify ways in which the existing authorisation processes for PPPs
might be improved from a scientific perspective.

Regulatory risk assessment for PPPs in the European Union aims to
ensure a high level of protection of human and animal health and the
environment. Although the system is precautionary, the Working Group
identified scope for further improvement in:
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1. The range and quality of data informing risk assessment,
through
		
• Collection of more human-relevant data through use of newly emerging
methods in toxicology
• Improvement of epidemiological surveillance for unanticipated adverse
effects of approved PPPs through new biomarkers and study designs
• Improved modelling of potential exposures based on refined information
on distribution and determinants of personal exposure under different
circumstances

2. The methods of risk assessment, through
• Reassessment of several data requirements for (re-)approval of PPPs
and for toxicity-assessment guidelines
• Improvement of post-marketing surveillance of approved PPPs
• Grouping of approved active substances according to pesticidal Mode of
Action at review for consistency of approach and to highlight compounds
of potential concern
• More extensive and rigorous toxicology assessments of co-formulants
and formulated products to account for additive or synergistic toxic
effects in mixtures
• More in-depth consideration of combined effects from exposure to
multiple active substances
• Development of standardised methods for authorisation of common
combinations and application sequences of PPPs
• Accounting for aggregate exposures across different uses
More information at www.sapea.info/plantprotectionproducts
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• Development of relevant and standardised risk-assessment procedures
for novel ‘nanopesticides’ and ‘biopesticides’
• Introduction of formal quantitative uncertainty analyses as a routine part
of risk assessment for increased consistency and transparency

3. The organisation of risk assessment, through
• Revision of the current division of labour between the EFSA centrally
and regulatory authorities in individual EU Member States
• Institution of formal mandatory training in new and emerging methods
for staff undertaking risk assessments
• Creation of an independent, international centre for PPP-related research
responsible for method development, primary research, evidence
evaluation, and training
Based on the above, the Working Group identified 26 Options for
improving PPP authorisation processes in Europe. Both the SAPEA
ERR and the GCSA Opinion inform the REFIT Evaluation of EU
Regulations (EC) No 1107/2009 and No 396/2005a on PPPs and
pesticides residues and thus contribute to the implementation of a
more effective, efficient and transparent authorisation system for PPPS
that incorporates the latest scientific developments and discoveries.
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List of Options
To improve the scientific data that inform risk assessment:
Option 1. Regulatory agencies (including EFSA) should work with OECD
in developing new approaches to the validation of mechanistically-based
methods for the assessment of toxicity, focusing on their fitness for
purpose.
Option 2. Allow the use of data from shared contemporary control groups
in risk assessment for plant protection products.
Option 3. Further investigation is needed on the levels and determinants
of exposure in workers who enter crops that have been treated with PPPs
to support refined modelling in risk assessment.

To improve methods of regulatory risk assessment:
Option 4. EU Member States should conduct studies to explore the
“real life” behaviours of operators regarding the use of equipment and
application techniques and the extent to which such approaches can be
used to manage or reduce exposures.
Option 5. At the discretion of the risk assessor, allow more flexibility in the
scope of re-evaluations for continued approval of active substances, and
in the data that are required to support them.
Option 6. Based on current evidence, the routine requirement for a mouse
carcinogenicity study to support the approval of active substances should
be reassessed.
Option 7. Require that reports of toxicological investigations submitted in
support of applications for approval include all relevant historical control
data that meet specified criteria.
More information at www.sapea.info/plantprotectionproducts
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Option 8. Place maintenance of historical control data records in the
hands of a public statutory body.
Option 9. Where appropriate, BMDs should be used in preference to
NOAELs for establishing toxicological reference values. To support this,
consideration should be given to study designs that are better suited to
estimation of BMDs than those currently employed.
Option 10. Regulators should refine strategies for the assessment of
developmental neurotoxicity, incorporating mechanistically-informed invitro tests.
Option 11. Further development and evaluation of methodologies for
quantitative and qualitative synthesis of evidence from non-standardised
toxicological and epidemiological studies should be encouraged.
Option 12. Each EU Member State should have a scheme for systematic
ascertainment of acute illness that is suspected of being caused by PPPs,
and the data obtained should be transmitted to EFSA for collation with
those from other EU Member States, and central analysis.
Option 13. A system should be established to monitor the peer-reviewed
literature at appropriately frequent intervals for epidemiological papers
and case reports concerning human health effects of PPPs.
Option 14. When reviews are conducted of previously approved active
substances, compounds with the same pesticidal mode of action should
be assessed in one process.
Option 15. A more rigorous system should be developed for tiered
assessment of the toxic potential of chemicals intended for use as coformulants in PPPs, with a published list of those deemed potentially
suitable, and a published database summarising their toxicological
characteristics.
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Option 16. A uniform system should be developed for the assessment
and public listing of formulated products (containing specified active
substances and co-formulants in specified concentration ranges) that
have been accepted as potentially suitable for use as PPPs.
Option 17. Develop a simple scheme that would help users in choosing
between PPPs for a specified application, by indicating those with smaller
margins between exposures and relevant reference values.
Option 18. A standardised method should be developed for the
authorisation of tank mixes by EU Member States. In the longer term,
methods should be developed to assess risks to operators and workers
from sequential use of different PPPs on the same crop, and perhaps the
health risks from sequential use of combinations of PPPs on neighbouring
crops.
Option 19. Aggregate exposure to chemicals should be accounted for in
risk assessment across EU regulations where relevant.
Option 20. Definition of the term ‘’nanopesticide’’ should be reviewed to
ensure that it comprehensively includes all relevant microformulations
that are engineered to confer greater efficacy and enhanced safety.
Option 21. Development of a standardised risk-assessment procedure
for the approval of PPP nano-components (active substances and coformulants).
Option 22. Revision of the microbial data requirements for active
substances and for plant protection products.
Option 23. As formalised quantification of uncertainty is introduced, its
benefits and costs should be evaluated to identify where it is of most
value, and how it can be made most efficient.

More information at www.sapea.info/plantprotectionproducts
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To improve the organisation of risk assessment:
Option 24. Reorganise the arrangements for risk assessment of PPPs such
that EFSA is responsible for all aspects of the process that are common
to all EU Member States, and that public databases are available of endpoints relevant to risk assessment for active substances, co-formulants
and products based thereon, which have been evaluated as potentially
suitable for use in the EU.
Option 25. A formal mandatory training scheme should be organised
and maintained for staff undertaking risk assessment for PPPs in the EU,
including those employed in the regulatory bodies of EU Member States.
Option 26. Establish a new international centre for pesticide research.
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