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Plant Protection Products
- Regulation 1107/2009 -
general update

Advisory group on the food chain and
animal and plant health plenary

7 May 2019

® updates on GD (follow up last WG meeting
of the Advisory Group with focus on PPP -
21 Sept 2018)

® Implemetation: new ED criteria, Co-
formulants, Risk Mitigation, update of data
requirements

® Specific Protection Goals
®* REFIT




Guidance Documents &
implementation
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Recently Eopted GD

endorsed PAFF @ March 2019:

e Draft Commission Notice - Technical Guidelines on Data
Protection according to Regulation (EC) No 1107/2009
(SANTE/10407/2018 Rev.4)

under adoption & publication

¢ EFSA’s Administrative guidance on submission of dossiers and
assessment reports
Combined Temg!ate to be used for Assessment Reports according to Regulation
(EC) No 1107/2009 and Proposals for Harmonised Classification and Labelling
according to Regulation (EC?No 1272/2008 ....SANCO/12592/2012.
GD on the renewal of approval of active substances to be assessed in
compliance with Regulation (EU) No 844/2012 (the Renewal Regulation).
SANCO/2012/1125
GD on preparing lists of test and studé regorts according to article 60 of
Regulation (EC) No 1107/2009, SANCO/12580/2012
GD for applicants on preparing dossiers for the approval of a chemical new
active substance and for the renewal of agproval of a chemical active substance

according to Regulatfon (EU) No 283/2013 and Regulation (EU) No 284/2013.
SANCO/10181/2013~ - including Document N3
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GD under development

Renewal of authorisations (Art. 43)

Zonal assessments, mutual recognition
Metabolites produced by micro-organisms
Antimicrobial resistance

Low-risk criteria

Dermal absorption

Data matching checks

Seed treatments

EFSA Bee Guidance

® EFSA published in 2013 the Guidance on the risk
assessment of plant protection products on bees (Apis
mellifera, Bombus spp. and solitary bees).

® Commission proposes a stepwise implementation: acute
and chronic risk to honeybees first.

0201D2i;scussion with MS during the last years, restarted in May

® Mandate sent to EFSA in March 2019 to review bee GD

®* Feedback mechanism expected for amendment to the
uniform principles (bees only)

® Once uniform principles are amended, Commission Notice
can be adopted
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Implementation Reg 1107/2009

e ED Criteria
implementation since November 2018

e Co-formulants
e Data requirements
® Risk Mitigation

Specific Protection Goals

3 m European
= ..~ Commisslon
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6 no unacceptable effects
D on the environment (PPP
regulation)
what, when and how long to _ Fi
protect (specific protection (e
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N ‘Objective 7
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guidelines for environmental
risk assessment for pesticides
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STATE OF PLAY

e Action plan presented to Member
States in 2018

®* Time to move on...

e . also needed because
EFSA is working on update GD B&M
- EFSA is mandated to review bee GD

ponmdvEisn

Steps in the pHcess... (project
overview)
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Early engagement of interested parties
interactive way

step-wise process

TENTATIVE PROCESS AND TIMELINE

DECEMBER 2019

MARGH 2018 MAY2019 - 1UNE2619 | SEPTEMBER 2013

SCOPAIT meeling © ~ | < ttiriy {hi b

1A {common understanding
£S and FFSA method)

Workshop Il on
£S/SPG method

*MSs (2 per MS}
sEFSA
=COM

=Presentation of project
»Call for experts who will

follow the entlre process (2
per MS}

* MSs
« Stakeholders
* EFSA
*COM

Advisory larum with
stakeholders

Setting the basly - workshon
1B (common understanding
ES and FISA melhod)

eStakeholders
*EFSA
«COM

sPresentatlon of praject
=Call for representatives
(experts; 2 per org.)

m European
Commission
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Setting the basis WBrkshop (common
understanding)

» Achieve a common understanding on ecosystem services
Achieve a common understanding of the method proposed

ObjECtiveS ’ by EFSA (2010 & 2016)

o what are the important questions to be addressed

e Ecosystem services
Themes  [eeeipy e

e General presentations
e Interactive session (breakout sessions)

Format

¢ End of September
* One day

Tentative date

European
Commission
—

Next Steps

e Commission will send an invitation
letter to the relevant stakeholders
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REFIT - Evaluation of EU pesticide legislation

* Objective: to assess if the needs of citizens, businesses and
public institutions are met in an efficient manner, legislation
should be fit for purpose

* Ex-post evaluation - BACKWARD LOOKING!

. I ALiON il and Fariigagmen

i) Articles 62(5) and 82 of Reg. (EC) No 1107/2009
ii) Article 47 of Reg. (EC) No 396/2005

» Commission Report and accompanying Staff Working




AUTHORISATION

]
1
USE OF PPP {GAP) :
I
USE OF PPP {GAP) || |

| USE OF PPP (GAP) | l'

I APPLICATION EQUIPMENT,
USE OF PPP (GAP) /mmns, INFORMATION, IPM\

PPP PLACING ON THE MARKET SUSTAINABLE USE PPP RESIDUES
REGULATION (EC) 1107/2009 DIRECTIVE 2009/128/EC  REGULATION (EC) 396/2005

| egulated at EU level

D Regulated at Membar State fevel
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REFIT - Evaluation Steps

¢ Refit Roadmap published on 17 November 2016: purpose,
content and scope of the evaluation + main evaluation criteria

e Evaluation study carried out by external contractor from July
2017 until June 2018

¢ Workshops on specific topics with a limited group of
Member States and stakeholders in 9/2017 + 5/2018

¢ Consultations: general public, Member States, stakeholders
and SMEs

e Qther information sources: reports from the Commission on

audits in Member States, 2 reports and studies from the
European Parliament, Scientific advice mechanism, ...

¢ Commission website on the evaluation:
http://ec.europa.eu/food/plant/pesticides/refit _en

Heolth und
Food Snfety
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Availability of active substances

t of the ber of ilable active sub in the EU betwaen 1593 and 2010
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Availability of active substances

Total number of approved active substances per year
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Hazard Profiles of Active Substances
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Overview Report on Audits: Significant Delays !

Number of applications received for evaluation
(2013 & 2014) and number of decisions taken

248 Number of Applications received B No of decisions
250
159
200 21
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3 9 9 . §
e R )
France Garmany Lithuania Portugal Spain Unlted
Kingdom

* The vast majority of applications is made to only few MS, whereas
the output does not necessarily correspond to the input

0 -

e Delays and deficiencies in the authorisation process (including
minor uses) are one of the main reasons for the high number of
emergency authorisations

European
Commission
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Overview Report on Audits: Significant Delays
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* Legal deadlines are hardly respected by any Member State,
regardless of the process

* With the consequences of delayin? market access of products
and availability of appropriate tools for farmers

P e
Feos Syfery
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Amendment of GFL on Transparency

* Improve and clarify the rules on transparency (in particular as
regards scientific studies supporting risk assessment).

* Increased reliability, objectivity and independence of studies
used by EFSA in its risk assessment (mainly authorisation
dossiers).

In particular the reply to the ECI highlighted the need to:

involve more public authorities in the process of deciding which studies
need to be conducted;

enhance auditing of compliance with GLP principles;

publication of full study reports to increase transparency while
respecting confidential business information;

exceptionally commission ad-hoc studies in specific cases.

Thank you for your attention!

For further information:

https://ec.europa.eu/food/plant/pesticides en
https://ec.europa.eu/food/plant/pesticides/refit_en

https://ec.europa.eu/food/plant/pesticides/approval active substance
s/approval renewal/neonicotinoids en

https://ec.europa.eu/food/plant/pesticides/sustainable use pesticides
o[l

Disclalmer

All views expressed are purely personal and should not be considered as representative of
the pean C lon’s officlal position. Neither the European Commission nor any
person acting on behalf of the Commisslon Is responsible for the use which might be made of
the information provided.
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