
 

 

Newsletter · Issue 1 · 2018

 

 

 

 

CHAIR'S WELCOME

Dear readers,
 
To address the growing concerns expressed by many of our fellow citizens, the
European Parliament decided in February 2018 to set up the Special Committee on the
Union’s authorisation procedure for pesticides (PEST).
 
The PEST Committee is composed of 30 members representing all the political groups
of the hemicycle. It has 9 months for evaluating the authorisation procedure for
pesticides in the European Union, its independence from industry, the transparency of
the decision-making process and the means available. At the conclusion of this
assessment, it will make any suggestions for improvement that it considers useful. The

Committee will also consider the roles of all stakeholders involved: the national competent authorities, the European Commission
and the European Food Safety Authority (EFSA) - the resources of which should also be assessed.
 
Our Committee immediately set to work. At the three PEST meetings held in April and May, the European Commission, EFSA,
competent national authorities and experts responded to the many questions from the Committee members on the procedure for

 This work will continue at a rapid pace, and our newsletter will keep you regularly informed.authorising pesticides.
 
In December 2018, the PEST Committee will deliver its report and any recommendations that it considers necessary for the EU’s
authorisation procedure for pesticides to achieve a high level of protection of human and animal health and of the environment.
 
Enjoy the reading!
 
Eric Andrieu
Chair of the PEST Committee
 

UPCOMING MEETING

Hearing on 7 June 2018

EFSA opinion on draft assessment reports and ECHA classification of active substances

On , PEST Members will hold a Public Hearing on a further important step7 June 2018
in the authorisation procedure of plant protection products: EFSA’s opinion on draft
assessment reports and ECHA’s classification of active substances. The following
experts have been invited to make short presentations and subsequently provide
answers to Members’ questions:
 
Mr Bernhard URL (Executive Director, EFSA) and (Head of Mr Jose TARAZONA 
Pesticides Unit, EFSA) will provide a detailed explanation of the different phases of
EFSA’s risk assessment of active substances. While the scientific and technical
assessment of the active substance is primarily done by the Rapporteur Member State
(“RMS”) on the basis of the application dossier submitted by the applicant, EFSA’s role is
to verify, and if needed improve, the RMS’s draft assessment report through a peer review process. During the verification phase,
EFSA carries out a peer review of the assessment report prepared by the Rapporteur Member State for a specific active
substance (including a public consultation and, if need be, dedicated expert consultations). Based on the comments collected, the
assessment report is confirmed, or if need be, improved. At the end of this process, EFSA adopts a “Conclusion” on whether the
active substance can be expected to meet the approval criteria, as laid down in Article 4 of .Regulation (EU) No 1107/2009

 

http://www.newsgate.europarl.europa.eu/newsgate/dgipol/resource/static/images/common/banners/2018_directorate_b_pest_newsletter_v01.png
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Mr Björn HANSEN (Executive Director, ECHA),  (Director responsible for risk management, ECHA) and Mr Jack DE BRUIJN  Mr
 (Senior expert, ECHA) will outline the hazard classification process of pesticide active substances, and howAri KARJALAINEN

this is linked with the risk assessment carried out by EFSA. As regards hazard classifications of active substances, these are
determined under  (the “CLP Regulation”), which aligns the European Union system ofRegulation (EC) No 1272/2008
classification, labelling and packaging of chemical substances and mixtures to the United Nations Globally Harmonised System
(UN-GHS). The CLP Regulation requires manufacturers, importers or downstream users of substances or mixtures to classify,
label and package their hazardous chemicals appropriately before placing them on the market. Its purpose is to ensure a high
level of protection of health and the environment, as well as the free movement of substances, mixtures and articles in the Union.

Mr Paul NURSE (Member of the Scientific Advice Mechanism’s Group of Chief Scientific Advisors) will present the Group's
recommendations for its Scientific Opinion on ‘Authorisation Processes of Plant Protection Products in Europe from a scientific
point of view to be published on 4 June 2018, a process which was launched in March 2017. The Scientific Advice Mechanism
("SAM") was established in 2015 and provides independent scientific advice to the College of European Commissioners to
support their decision making. The SAM draws on a wide range of scientific expertise in Europe through a close relationship with
national academies and other bodies.

Mr Christopher J. Portier (Private Consultant) is a semi-retired expert in the design, analysis, and interpretation of environmental
health data with a focus on carcinogenicity. Mr Portier is currently a Kravits Senior Collaborating Scientist with the Environmental
Defense Fund, and an Adjunct Professor at Emory University and Maastricht University. He is also working with several
governments on risk assessment issues and is a consultant on chemical-related issues to several US law firms. Prior to his
retirement, Mr Portier served as the Director of the US National Center for Environmental Health at the Centers for Disease
Control and Prevention and Director of the Agency for Toxic Substances and Disease Registry. He has authored more than 200
peer-reviewed publications and book chapters, focusing on using systems-based approaches to understand the impact of the
environment on human health. Mr Portier will, in particular, present his scientific views on the risk assessment of glyphosate.

Further information:

PAST HEARING

Hearing of 15 May 2018

Application for approval of active substances and Draft assessment reports

On  the PEST Committee organised its first15 May 2018
public hearing on the EU authorisation procedure for
pesticides treating specifically the "Application for approval of
active substances and Draft assessment reports". This
hearing provided in-depth insights into the first two steps of
the authorisation procedure for plant protection products. Four
experts had been invited addressing issues specifically
mentioned in the mandate of the committee, such as scientific
quality, the procedure’s independence from industry, and the
transparency of the decision-making process and its outcomes.
 
In his introductory statement, ,Mr Jean-Philippe AZOULAY
Director General of ECPA (European Crop Protection
Association), underlined the importance of plant protection
products for global food safety, and regretted that industry had
been too slow to acknowledge the concerns expressed by
society. He also pointed out the current system was inefficient,
unpredictable and too complex. ,Mr Andreas HENSEL
President of BfR (Bundesinstitut für Risikobewertung - German Federal Institute for Risk Assessment), gave an overview on the
specific role his institution plays in the process of authorisation and re-approval of plant protection products and gave a short
explanation of its role in the of re-approval process for glyphosate. He emphasised the relevance and reliability of experimental
data, regardless who pays for the study, and the importance of a transparent and complete evaluation of the data. In his
presentation, , Global 2000, questioned if the assessment reports as they are currentlyMr Helmut BURTSCHER-SCHADEN
elaborated, meet the conditions of an independent, objective and transparent assessment as required in Article 11 of Regulation
(EC) 1107/2009. With reference to potential genotoxicity of glyphosate Mr Burtscher raised serious doubts about the required
independence EU’s risk assessment. In the last presentation, , President of JKI (Julius Kühn-Institut -Mr Georg F. BACKHAUS
German Federal Research Centre for Cultivated Plants) outlined the allocation of tasks amongst the four German authorities
involved under the German Plant Protection Act (2012), and the specific role of the JKI.
 
In the questions and answers session with the Members, some of the issues raised were:

how information and conclusions of the applicant is reproduced by the Rapporteur Member State in the draft assessment
report;

transparency of the risk assessment and risk management procedure;
independence of the assessment of scientific studies;
which methods and guidelines are used for assessing data and the reasons for the different conclusions with regard to

studies;
the importance of available resources and experience in the national agencies for the choice of the Rapporteur Member

State;
the importance of sufficient studies following-up on the effects of the use of pesticides;
which measures could be taken to create more public confidence in the system;
the importance of the latest Commission proposal revising General Food Law of the Union.

Further information

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1272
http://www.europarl.europa.eu/committees/en/pest/events-hearings.html?id=20180517CHE04101
http://www.europarl.europa.eu/committees/en/pest/events-hearings.html?id=20180514CHE04001


PAST MEETINGS

Constituent Meeting of PEST Committee on 12 March 2018

At its constitutive meeting of , the special committee on the Union's authorisation procedure for pesticides elected12 March 2018
its Bureau by acclamation:

Chair:  (S&D, FR); Mr Eric ANDRIEU
1st Vice-Chair:  (ECR, PL); Mr Boleslaw G. PIECHA
2nd Vice-Chair:  (ALDE, BE); Ms Frédérique RIES
3rd Vice-Chair:  (GUE/NGL, CZ).Ms Katerina KONECNÁ

Meeting of 12 April 2018 - Exchange of views with Commission & EFSA

At its first regular meeting on , the Special Committee on the Union’s authorisation12 April 2018
procedure for pesticides held an exchange of views with representatives of the European

 and  on the main steps of the EU authorisation procedure for plant protectionCommission EFSA
products (including the dual approval process, whereby active substances are approved at EU
level, while plant protection products including such substances are authorised, and the scientific
assessment of pesticides active substances in the EU: from submission of an application for
approval of an active substance to a Member State, the so-called “Rapporteur Member State”, the
preparation of a draft assessment report by the Rapporteur Member State and the EFSA peer
review process until EFSA’s conclusions on the risks).
 
In the debate, main issues arising were transparency (both of the risk assessment and risk
management process) vs. protection of confidential data, independence of risk assessors and
managers, and the application of the precautionary principle. More specifically, several Members
inquired about the risk assessment of co-formulants, EFSA’s capacities to carry out (additional)
studies as well as existing differences in the application of risk assessment methodologies by the
Member States. Some Members also suggested to abolish the dual approval process (i.e. to also
authorise plant protection products at EU level).
 
Further information

Meeting of 26 April 2018 - Exchange of views with competent national 
authorities

At its second meeting, on , the Special Committee on the Union’s authorisation procedure for pesticides held an26 April 2018
exchange of views with representatives of the competent authorities of  (ANSES),  (KEMI) and the France Sweden United

 (HSE). The meeting consisted of presentations given by each of the speakers followed by a question and answer roundKingdom
with the Members of the Committee. It provided the latter with an overview of the role of these authorities in the assessment of
applications for approval of pesticides.

National experts outlined the scope and role of their respective organisations, as well as their human and financial resources.
They all emphasised the quality and independence of their scientific evaluations. They also emphasised the high level of
protection offered by the EU regulatory framework while recognizing that improvements were desirable (to, notably, make the
system more responsive to emergencies and development in science). 

Discussions focussed notably on the way in which information provided by the applicant is reproduced; the variation of the
number of “emergency authorisations” in the different Member States; the choice of the “Rapporteur Member State” by the
applicant, and the correlation between the resources and experience of national agencies and the number of applications they
receive.

Further information

http://www.europarl.europa.eu/committees/en/pest/events-other.html?id=20180517EOT02581
http://www.europarl.europa.eu/committees/en/pest/events-other.html?id=20180606EOT02721


USEFUL LINKS

PEST Calendar of meetings 2018
Vade Mecum PEST
PEST Coordinateurs
Committee mandate Setting up a special committee on the Union’s authorisation procedure for pesticides as adopted by the 

European Parliament on 06-02-18
Rule 197 of EP Rules of Procedure on Special committees

Background information provided by EP services

Fact Sheet Food Safety
Authorisation of pesticides in the EU: With a focus on glyphosate
EU policy and legislation on pesticides: Plant protection products and biocides
Regulation (EC) 1107/2009 on the Placing of Plant Protection Products on the Market

For further links, please visit the PEST website.
 

http://www.europarl.europa.eu/comparl/pest/calendar_2018.pdf
http://www.europarl.europa.eu/cmsdata/147160/Vade%20Mecum.pdf
http://www.europarl.europa.eu/cmsdata/147501/List%20of%20PEST%20Coordinators_17.05.2018.pdf
http://www.europarl.europa.eu/sides/getDoc.do?type=TA&reference=P8-TA-2018-0022&language=en
http://www.europarl.europa.eu/sides/getDoc.do?type=TA&reference=P8-TA-2018-0022&language=en
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+RULES-EP+20170116+RULE-197+DOC+XML+V0//EN&language=EN&navigationBar=YES
http://www.europarl.europa.eu/atyourservice/en/displayFtu.html?ftuId=FTU_2.2.6.html
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_BRI(2018)614691
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2017)599428
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_STU(2018)615668
http://www.europarl.europa.eu/committees/en/pest/home.html


 

 

CONTACTS AND SUGGESTIONS

For , please contact  or visit the further information pest-secretariat@ep.europa.eu PEST website

Composition of PEST Secretariat:

 

 

 

 

Head of Secretariat:

 

Christina MALMROS

 

 

 

 

Administrators:

Nora HAHNKAMPER-VANDENBOULCKE

Marc THOMAS

Marcus BREUER

Assistants:

Stefanie GROSS (committee assistant)

Despina ABATZIS

If you wish to receive the , please send an e-mail with your contact details and "PEST Newsletter" in the subject field PEST Newsletter
to: .pest-secretariat@europarl.europa.eu

Next PEST committee meetings:

19 June 2018, 15:00 - 18:30 (Brussels)
28 June 2018, 14:00 - 17:30 (Brussels)

 

 

 

   

 

 

 

 6 June 2018The closure date of the current issue:

 Marcus BREUER, Stefanie GROSSNewsletter Editors:

Legal Disclaimer:

The items contained herein are drafted by the PEST secretariat of the European Parliament and are provided for general information purposes only.
The opinions expressed in this document are the sole responsibility of the author(s) and do not necessarily represent the official position of the
European Parliament. This PEST Newsletter may contain links to websites that are created and maintained by other organisations. The PEST
secretariat does not necessarily endorse the view(s) expressed on these websites.

Please note that the European Parliament does not accept any liability for the content of the information received; hence the provider of the
information remains solely and fully liable for compliance with applicable requirements under national rules and law as well as for the content of the
information provided.
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