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Preface
2018 started with half a dozen stakeholder consultations on the various aspects of the functioning
of Regulation 1107/2009 and a special Committee set up by the European Parliament to look into
the EU’s authorisation procedure for pesticides. Add an on-going REFIT programme and an
upcoming Brexit to that, and you may want to check the exact wording of Article 4, find out if the
UK was scheduled to be Rapporteur for somestrobin or anotherazole, or quickly check which
substances have a C2R2 classification proposed by EFSA, adopted by the RAC, or somewhere in
between.
You will find the answers to most of your questions in this new, 5 edition of the Vademecum. All
new Guidance Documents that were introduced in 2017, and new revisions of existing ones were
added, and the active substance table has hundreds of updates. A new chapter will assist you
locating the published Applications, Summary Dossiers, DARs, RARs, EFSA Peer Review
Reports and Conclusions, and guide you through the labyrinth of Volumes, Documents, Sections,
Levels and Annexes that they consist of.
th

Of course, if you need any further assistance in developing or implementing a regulatory strategy
for your substances, or to analyse and defend your legal position, you can rely on Pappas &
Associates.

Hans Mattaar
Senior Advisor, Pappas & Associates
Copyright Notice: the integral text of Regulations (EC) No 1107/2009, 396/2005 and 844/2012 that you find in this Vademecum

are not photocopies from the Official Journal, but a duplicated, consolidated word-processed verbatim1. We have thoroughly
edited and checked the text, and we have tried to maintain as much as possible the “look and feel” of the published text in
the Official Journal. Footnotes were added to provide direct links to corresponding Guidance Documents, or information on
scheduled amendmends.
We remind you that only European Union documents published in the Official Journal of the European Union are deemed
authentic.

1 ©

European Union, http:/ / eur- lex.europa.eu/
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Pappas & Associates
Pappas & Associates is a law firm located in the heart of the European Quarter in Brussels,
specialised in European Law.
Its "legal diversity" is based on its particular structure bringing together lawyers and regulatory
experts, as well as on its European network.
In the field of crop protection, Pappas & Associates has a broad experience both at European
and Member State level, combining regulatory, scientific, political and legal strategies.
Be it litigation, arbitration or policy advice in the field of European policies, namely in the fields
of Competition (Anti-trust, State Aids), Internal Market or Health and Consumer Protection,
Pappas & Associates is your privileged defender and adviser.
Contact us at:
Tel:
Fax:
Email:

+ 32 (0)2 2315 704
+ 32 (0)2 2315 708
mattaar@ pappaslaw.eu, or
contact@ pappaslaw.eu

Address:

Pappas & Associates, Attorneys at Law
Rue Stevin 49-51
B-1000 Brussels
Belgium

Access:

Metro: lines 1 and 5, station “Maelbeek”
Bus: lines 22, 59, 64, stop “Livingstone”
Car: Rue Stevin, corner Avenue Livingstone, P-disk or paid parking nearby

website: www.pappaslaw.eu
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Introduction
Regulation 1107/2009 is the framework legislation setting out the rules and procedures for the
placing on the market of plant protection products (pesticides). The Regulation replaces the
previous framework Directive 91/ 414/ EEC. Although the Regulation entered into force on 14
June 2011, some of the provisions of Directive 91/414 continue to apply, mainly for procedures
that started already before the entry into force of the Regulation .
1

Regulation 1107/2009 covers the general process of the placing on the market of plant protection
products. Its scope is limited to the process of approval of active substances at Community level,
and of authorisation of plant protection products at Member State level. There are several other
legislative acts that deal, either exclusively, or as part of their general scope, with other aspects of
pesticides:
Residues – Regulation 396/2005 covers the setting of Community MRLs (Maximum
Residu Levels). An MRL must be established for every foodcrop on which residues of a
pesticide may occur as a result of its authorised use.
Classification & Labelling – The classification of all chemical substances, including
pesticides, is covered by Regulation 1272/2008. The final stage of the approval process
of a pesticide active substance includes (informal) proposals for classification. Since 2017
the classification of pesticide active substances under Reg. 1272/2008 started to
synchronise with the approval process under Reg. 1107/2009. This is not a regulated
procedure, and until 2018 synchronisation is not systematic.
Sustainable Use of Pesticides – Directive 2009/128 establishes a framework for
Community action to achieve sustainable use of pesticides. The Directive includes the
obligation for Member States to adopt National Action Plans to reduce risks and impacts
of pesticide use, rules on Integrated Pest Management, provisions for training,
information and awareness, inspections of spraying equipment, minimizing or banning
of pesticide use in critical areas and banning of aerial application of pesticides.
PIC Regulation Regulation 689/2008 implements the Community’s subscription to the
Rotterdam Convention on Prior Informed Consent (PIC). The PIC Convention
regulates that the export of banned or severely restricted hazardous chemicals and
pesticides can only take place with the priod informed consent of the importing Party.
This Vademecum provides detailed information on the procedures and guidance in place
under Reg. 1107/2009, the Residues Regulation and the PIC Regulation.

Structure of Regulation 1107/2009
The Regulation is divided in 11 Chapters. The core part of the Regulation is covered by Chapters
II and III, on substance approval and product authorisation, respectively. The remaining Chapters
cover specific issues like Data Protection, Access to Information, Packaging and Labeling, Controls
and Emergency measures, and Transitional Measures (dealing with the still ongoing transition from
the preceding Directive 91/ 414 to the Regulation.

1

see Article 80, “Transitional measures”.
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In addition to the core text of the Regulation (see page 113 and following), there are numerous
delegated and implementing Acts that are directly linked to the Regulation (establishing data
requirements, Uniform Principles, rules on labeling, listing of approved substances, etc.), as well as
Guidance Documents (see page 41), describing in detail the commonly agreed interpretation and
correct implementation of the different provisions of the Regulation.

2-Step system and harmonisation
The Regulation describes the general process for placing plant protection products on the market.
This process consists of two steps:
1.

Substance approval. An active substance is approved at the European level. One or
more applicants can submit an active substance dossier plus one or more product
dossiers. The active substance dossier is used to establish the “endpoints”: the commonly
agreed intrinsic properties of the substance. The product dossier(s), presenting both
product data and information on the proposed conditions of use for one or more
“representative uses”, allows to conduct risk assessments for human and environmental
safety, using a.o. the endpoints from the substance dossier.
A substance is only approved if at least one safe use can be identified. “Safe” means that
the use is in compliance with the Uniform Principles (see Art. 29.6). An approval is not
proprietary, and does in itself not allow the placing on the market of any products
containing the active substance. It is a precondition for applying for a product
authorisation at Member State level, in step 2.

2.

Product Authorisation. Plant protection products must be authorised in each separate
Member State before they can be placed on the market. An applicant must submit a
complete dossier, consisting of an active substance dossier for each of the active
substances contained within the product, plus a product dossier. Instead of submitting
complete active substances dossiers, an applicant can submit a reference to (parts of) the
dossier submitted for the approval if he is the owner of that dossier, or if studies from
that dossier are no longer protected (see Article 59). For studies that are still protected, an
applicant can provide either a Letter of Access from the dossier owner, or present his
own studies. The Competent Authority of the Member State conducts a risk assessment
based on the product and substance data, the proposed conditions of use, and the
national or local environmental and climatological conditions. Only if the proposed use
is in compliance with the Uniform Principles (Art. 29), an authorisation will be granted.
If necessary, an authorisation may contain risk mitigating measures to ensure compliance
with the Uniform Principles.

The philosophy behind this 2-step approach is the European principle of subsidiarity. The first
step, the establishment of commonly agreed intrinsic properties (endpoints) of a substance, is best
dealt with centrally at Union level. The risk assessment of individual products and their uses
however largely depends on national agricultural practices, environmental and climatological
conditions, and risk mitigation possibilities, and is therefore best dealt with at national level.

Approval of an active substance
Chapter II, page 121

The approval process can be subdivided in a number of steps:
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1.

Completeness check
The applicant submits an application with a complete dossier (i.e. a substance dossier
and (at least) one product dossier) to a Rapporteur Member State (RMS) of his own
choice The RMS verifies completeness of the dossier (45 days), requesting
supplementary information if necessary (+max. 3 months);

2.

Evaluation
The RMS evaluates the dossier, requesting supplementary data if necessary, and
drafts a Draft Assessment Report (12 months, extended max. +6 m), known as the
DAR . This DAR is presented to EFSA (in the Regulation usually referred to as “the
Authority”);

7

1

3.

Peer Review
EFSA circulates the DAR to the Commission and the other Member States, and
makes it available to the public for consultation. EFSA organizes (if necessary) a “peer
review” and publishes its peer review conclusions on the basis of the DAR, the public
consultation and the expert peer review (min. 7.5 months, max. 12.5 m);
2

4.

Decision
On the basis of the EFSA conclusions and the DAR, the Commission prepares a
Review Report and a proposal for approval (or for non-approval), within 6 months;
this proposal is presented to the Standing Committee on Plants, Animals, Food and
Feed (PAFF Committee) for voting (see Chapter on EU Decision-making). When
adopted, the approval is published in the Official Journal of the European Union.
(min. 3 months from first presentation of the proposal).
3

Figure 1, minimum & maximum timelines for approval procedure

In Figure 1 the minimum and maximum timelines for the approval procedure are outlined:
theoretically, the approval process takes between 2½ and 3½ years. Each of the 4 stages of the
approval process is further explained in the following paragraphs, with details on the possible (legal)
delays in the process. Information on the actual time-lines for all pending and (recently) approved
substances can be found in Table 8 on page 45 and following.

1
2
3

DAR’s can be retrieved from the EFSA website, either from a table with historical DARs, or from the pages with on- going or closed
consultations.
All EFSA conclusions on peer reviews can be found in Table 8, with publication date and EFSA publication number
Review Reports can be retrieved from the Commission database

1107 Vademecum
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1. Completeness Check
Submission
Article 7

If a company wishes to place a plant protection product on the market in any EU Member State,
he will first have to ensure that the active substance is approved. For that purpose, he has to submit
a complete dossier to a Member State of his own choice (the “Rapporteur Member State”, or RMS).
1

Dossier
Article 8

The content and structure of dossiers is comprehensively described on page 15 under “Dossier
structure”. It is defined in several Guidance Documents; all actual Guidance Documents can be
found in schematic overviews in Table 5 (Technical Guidance documents, page 45) and Table 4
(Procedural Guidance documents, page 43), and further descriptions in Table 7 (page 47). Dossiers
can be submitted both in paper and/or electronically, in CADDY format.
2

3

Admissibility, RMS
Article 9

The first step for the receiving RMS is to establish if the dossier is complete. If elements are missing,
the RMS can grant the applicant a period of maximum 3 months for their submission. (see Art. 9.1,
page 124). When the submission is complete, the applicant is instructed to forward copies of the
dossier to the other Member States, the Commission, and EFSA.
Figure 2, timeline admissibility procedure for approval

2. Evaluation, RMS
Article 9 (admissibility), Article 11 (evaluation, Draft Assessment Report)

After verification of the admissibility of the dossier, the RMS notifies the applicant, the
Commission, EFSA and other Member States of the receipt of the complete dossier, and starts the
evaluation.
A first step in the evaluation process is to establish whether or not a substance fulfills the approval
criteria of Annex II, points 3.6.2 to 3.6.4 and 3.7 (CMR category 1a or 1b, and environmental
criteria such as POP, vPvB, etc.; for details see page 157). These criteria are popularly known as
the “cut-off criteria”: if a substance does not meet these hazard-based criteria, no further risk
assessment needs to be conducted, and the RMS prepares a short DAR (Draft Assessment Report),
reporting that the substance does not meet the approval criteria.
The cut-off criteria are extensively described in Annex II of the Regulation; in practice, the CMR
classification criteria of substances will be the most critical ones: Carcinogenicity, Mutagenicity, or
1
2
3

See Art. 2, “scope”
Check the Commission website for any updates (http:/ / bit.ly/ COM_Guidance_Docs)
CADDY is the electronic dossier submission format used by the EU Competent Authorities. CADDY homepage: http:/ / caddy.ecpa.eu/
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Reproduction toxic Cat. 1a or 1b. Harmonised classification of all chemicals, including pesticides,
is covered by Regulation 1272/ 2008 , the CLP Regulation (Classification, Labeling and Packaging).
The preparation of classification proposals is handled by ECHA . However, as part of the approval
procedure under Regulation 1107/2009, EFSA already proposes a classification for the substance
under review. These proposed classifications can be the basis for a CLH proposal, but submitting
Member States regularly propose classification that diverges from the EFSA proposal. Moreover,
the classification adopted by the RAC is not always the same as the submitted proposal. Table 8
(page 76) provides details on the EFSA proposed classification, announced and submitted CLH
proposals, adopted RAC opinions and published classifications. In 2017, EFSA & ECHA will start
to synchronise procedures, with the goal to adopt a RAC opinion at the same time as the publication
of the EFSA opinion.
1

2

If the substance passes the cut-off check, a full risk assessment will be conducted, to establish if it
complies with the complete approval criteria of Art. 4 (page 121) Compliance means that
authorisation in at least one Member State is expected to be possible for at least one plant protection
product containing that active substance for at least one of the representative uses , the so-called
“single safe use” concept. Within 12 months of the notification the RMS presents a DAR to EFSA
and to the Commission. This period can be extended by max. 6 months for the submission of
additional studies or information (at the request of the RMS). The structure of the DAR is described
in several Guidance Documents and templates (see Table 4, page 46).
3

Figure 3, timeline RMS evaluation for approval

3. Peer Review, EFSA
Article 12

EFSA circulates the DAR to the applicant and the other Member States within 30 days of its receipt,
and instructs the applicant, if necessary, to circulate an update of the dossier. EFSA invites the
applicant to “sanitise” the DAR (within 2 weeks), i.e. to propose removal of information deemed
confidential, in accordance with Art. 63, then makes the sanitised version available to the public ,
opening a public consultation for 60 days. Where necessary, EFSA also organizes one or more
expert peer review meetings, with Member State experts, to discuss elements of the assessment.
Within 120 days after closing of the written consultation (150 days if expert meetings are organised),
EFSA publishes its conclusions. This period can be extended if EFSA needs additional information
from the applicant, with a maximum of 90 days for submission of the information, plus 60 days for
the RMS to assess it.
4

EFSA conclusions are published on the EFSA website, as “Conclusions on the peer review pesticide
risk assessment (…)”.

1
2
3
4

OJ L 353, 31.12.2008, p. 1.
European CHemicals Agency, Helsinki
See Annex II, point 2.1.
DARs can be retrieved from the EFSA website, (http:/ / www.efsa.europa.eu/ en/ topics/ topic/ pesticides, “Discover”, “Pesticides”, tab “Peer
review”).
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Figure 4

4. Decision, Commission
Article 13 (Approval Regulation)

Within 6 months of receiving the EFSA conclusions, the Commission (DG SANTE, Unit E4)
presents a draft Regulation to the Standing Committee. Before presenting a draft Regulation for
voting, the Commission’s intentions for a decision are discussed with the working group Plant
Protection Products – Legislation. (See for decision procedures chapter: Standing Committee on
the Plants, Animals, Food and Feed, page 31). Together with the draft Regulation the Commission
also presents the Review Report, based on the DAR and the EFSA Conclusions. The Review
Report is an integral part of the approval Regulation, and contains the final endpoints to be used
by Member States when evaluating applications for authorisation. Review Reports are published on
the Commission database, after publication of the approval Regulation.
Figure 5

Duration of approval
The maximum duration of inclusion in Annex I (of Directive 91/ 414) was 10 years. With the entry
into force of Regulation 1107/2009, all existing “Annex I inclusions” were re-named as “approvals” .
The maximum duration for an approval granted under Regulation 1107/2009 is 5–15 years,
depending on the type of substance. The shortest maximum period of 5 years applies to emergency
approvals (Art. 4.7); “Candidates for Substitution” can be approved for no longer than 7 years (at
a time, Art. 24). The standard period of 10 years applies to first-time approvals (Art.5); only for
renewal of approvals the maximum period of 15 years (Art.15) can be granted.
1

Renewal of approvals
Review & Renewal Programmes
When Directive 91/ 414, entered into force it became applicable to new active substances, not yet
on the market in the EU. For all “existing substances” (already on the market before 15 July 1993
in any Member State), a Review Programme started in 1995, in order to bring all substances on the
European market to the same standard. The Review programme was completed in 2012. Since
then, all substance are subject to the same European Uniform Principles.

1

Regulation (EU) No 540/ 2011 of 25.5.2011, OJ L 153, 11.6.2011, p. 1.
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Timelines for Renewal process
3 Years before the expiry date (Art. 15) of an approval, interested parties can apply for renewal
The timelines for the renewal process (under Regulation 1107, from AIR 3 onwards) are described
in Regulation 844/2012. The main difference with the application for a first approval is the fact that
it is common that for renewal more than one applicant is involved. The process facilitates for the
desire to receive joint submissions. Also, whereas the approval process takes place in an “openended” situation, where a substance is not yet on the market, a renewal process is a race against the
clock, whereby decisions on renewal must be taken before the expiry of the current approval.
In order to allow for the submission of joint dossiers, the process is split into two separate steps:
application and submission. By the deadline for application (3 years before the expiry date of the
approval), applicants must provide a limited amount of information, which is enough to identify
them as having a serious intention to submit a complete supplementary dossier by the submission
deadline. This deadline is, under the Regulation, 30 months before the expiry date of the approval,
i.e., 6 months after the application deadline. Under the AIR4 programme, (see below, page 26)
substances in groups 2, 4.1 and 4.2 receive extensions of the expiry date by 1, 2 and 3 years after a
valid application is received by the application deadline, widening the gap between application and
submission from 6 months to 1½, 2½, and 3½ years.
Because of the limited time frame, the process allows for little or no extensions.
1.

Application
After application, the RMS will conduct a check for admissibility. If any elements of
the application are missing, the applicant will have to submit it within 14 days. This
has no influence on the further timeline. Applications are published by EFSA, in
order to allow multiple applicants for a renewal to fulfil their obligations under
Art. 6.4 of the Renewal Regulation (see page 195): joint submission of renewal
dossiers.

2.

Submission
For 150 substances under AIR4 (see below), the expiry date will be extended by 1-3
years, if an admissible application is received by the application deadline. The
deadline for submission moves with the expiry date: it remains 30 months before the
(new) expiry date. Within 30 days of submission the RMS will inform the applicant if
any elements are missing. The applicant has to submit missing information within 14
days. This does however not affect the RMS’s deadline for finalising the RAR
(Renewal Assessment Report): this remains 12 months after submission of the
supplementary dossier. In practice, this deadline is often exceeded, resulting in a
further extension of the expiry date under Art. 17.

3.

Peer Review
The procedures for EFSA for organizing a public consultation and developing an
opinion are very similar to the ones for a new substance. The main differences are,
that EFSA has one month longer (5 months instead of 120 day) to develop its position.
This period is however identical to 120 days plus (optional) 30 days for expert
meetings. The other major difference is the time granted to an applicant to present

12
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additional information at the request of EFSA: for a renewal process the applicant has
one month to comply, for new substances this period is 3 months.
4.

Decision
The decision procedure under responsibility of the Commission is identical to the
one for new substances. Since Dec. 2016, the Review Report for renewal decisions is
called “Renewal Report”.
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Dossiers, Assessment Reports and other Regulatory documents
The approval process can be followed through a series of documents, which are (partly) published
by EFSA and/or the Commission. This chapter provides an overview of the different documents,
their structures, the information they contain, and where they can be found.
Application
An “application” is required only for renewal of approvals.
The application document contains information on the applicant and the commitment
to submit a supplementary dossier, containing reports of studies that have become
necessary because of new Guidance or new data requirements that have entered into
force since the previous approval.
Applications are published by EFSA in the EFA Register of Questions , under the tab
“Pesticide Dossiers”. The key reason for publication is to allow applicants to fulfil their
obligations under Art. 6.4 of the Renewal Regulation (see page 195): to organize the joint
submission of renewal dossiers.
1

Dossier submission
For each application for approval or for renewal of approval a dossier is required. A complete
dossier for a new active substance contains 50.000 – 150.000 pages. Every approval dossier
contains one substance dossier and one or more product dossiers.
A dossier typically contains
Supporting Information (general);
Summary Dossiers (3 levels: Tier 1 & 2 split between
substance summaries and product summeries, and Tier 3
covering both substance and product(s));
Individual study reports (split between substance studies
and product studies.
The structure of approval dossiers is largely based on the OECD format , but the numbering is
not exactly identical. For further details on the structure, see below on page 15.
2

Dossiers, with the exception of the individual study reports and Document J (confidential data)
are published by EFSA in the Register of Questions (RoQ) under the tab “Pesticide Dossiers”.
3

1
2
3

http:/ / bit.ly/ EFSA_RoQ
http:/ / bit.ly/ OECD_pesticides_guidance
http:/ / bit.ly/ EFSA_RoQ
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DAR & RAR
The RMS presents the assessment of the dossier in a DAR (Draft Assessment Report) for new
substances, or a RAR (Renewal Assessment Report) for renewal dossiers.
The DAR or RAR is published by EFSA after allowing the applicant to sanitise the
document (see Approval of an active substance | Peer Review, EFSA, page 9). The
publication of the DAR/RAR is part of the Public Consultation process.
EFSA publishes a list of DARs and RARs that were drafted before 22 September 2014.
Until that date, no public consultation was conducted by EFSA and the Peer Review
was coordinated by the Member States. Older DARs and RARs can be downloaded through
links in that list .
1

After 22.09.2014: DARs and RARs published since 22.09.2014 can be found through a search
on EFSA’s website.

EFSA Conclusions & Peer Review Report
Peer Review Report: Following the Public Consultation, EFSA organises (when deemed
necessary) Peer Review Expert meetings. All documentation from the Consultation is
compiled in the EFSA Peer Review Report, which is published by EFSA in the Register
of Questions , under the tab “Output”, and the output number provided with the
corresponding Peer Review Conclusions.
2

EFSA Conclusions: On the basis of the outcome of the peer review and the DAR or RAR,
EFSA publishes its “Conclusion on Pesticides Peer Review”. EFSA conclusions are
published online in the EFSA Journal, in the Wiley Online Library . This online platform
provides the entire Journal backfile to 2003.
3

1
2
3

http:/ / bit.ly/ EFSA_DAR_pre_20140922
http:/ / bit.ly/ EFSA_RoQ
http:/ / bit.ly/ EFSA_Journal_Wiley
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Review- or Renewal Report
After publication of the EFSA Conclusion, the Commission prepares a draft Review
Report or draft Renewal Report, and a draft (non-)Approval or (non-)Renewal Regulation
(see Approval of an active substance | Decision, Commission, page 10). These
documents are discussed with the Member States in the PAFF Committee, Legislation
meetings, prior to voting on the draft decision.
When the proposed decision may affect international trade (non-renewals or restrictions
of approval conditions), the draft Regulation is published by the Commission on the TBT
(Technical Barriers to Trade) page of DG Growth .
1

The Review Report contains a short summary of the context of the decision and the procedure
followed. The report focuses on the key elements determining the decision on (non-) approval
or (non-) renewal, the conditions and restrictions of the approval, and any confirmatory data
requirements.
Since June 2016 the name “Review Report” has been gradually but intermittently replaced by
the name “Renewal Report” for approval renewal decisions. The name “Review Report”
remains in use for reports on new active substances. These reports are published on the
Commission website, in the EU Pesticides Database , usually within 1-2 months after publication
of the Approval or Renewal Regulation of a substance in the Official Journal.
2

Dossier structure
The structure of dossiers is largely based on the OECD
format , but the numbering is not entirely identical. The
structure outlined below is for a typical EU approval
dossier, which consists, apart from general parts, of
active substance data (formerly “Annex II dossier”) and
product data (formerly “Annex III dossiers”). Product
data are necessary in a submission for approval of an
active substance, because the approval process is based
on the “single safe use” concept (see page 9); therefore,
risk assessments must be based on the proposed use of a representative product, for which product
data must be included in the submission.
3

1
2
3

http:/ / bit.ly/ COM_GROWTH_TBT_Database; select “Country Group: European Union” and “Field of Activity: 65.100 Pesticides and other
agrochemicals”.
http:/ / bit.ly/ EU_COM_EU_Pesticides_database
http:/ / bit.ly/ OECD_pesticides_guidance
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A detailed description of the dossier structure can be found in Guidance Document
SANCO/ 10181/ 2013 (see for latest revision and date: page 60), and in the “CADDY comparison
lists” (see 2007, no number, page 51).

Dossier Structure
Supporting Documents
Document A-I

Overall Conclusions
Document N

Comprehensive summaries
of individual studies or groups of studies
Document M
Sections
1-10

Active substance

Product

Document MCA

Document MCP

Sections
1-12

Reference Lists
Document L
Sections
1-10

Active substance

Product

Document LCA

Document LCP

Sections
1-12

Individual Study Reports
Document K
Sections
1-10

Active substance

Product

Document KCA

Document KCP

Sections
1-12

Confidential data
Document J

Check lists
Document O

The subdivision of Document K (study reports), L (reference lists) and M (summaries) into sections
is based on the Data Requirements Regulations 283/2013 (substances) and 284/2013 (products),
and the corresponding Commission Communications (2013/C 95/01) and (2013/C 95/02 . Note
that the numbering of the section-topics differs between substance and product documents (and
from the numbering of the OECD format).
1

2

3

4

Documents in the dossier
1

2

3
4

Regulation (EU) No 283/ 2013 setting setting out the data requirements for active substances, in accordance with Regulation (E C) No
1107/ 2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market, of 01.03.2013,
OJ L93, 03.04.2013, p1.
Regulation (EU) No 284/ 2013 setting setting out the data requirements for plant protection products, in accordance with Regulation (EC) No
1107/ 2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market, of 01.03.2013,
OJ L93, 03.04.2013, p85.
OJ C/ 95, 03.04.2013, p1.
OJ C/ 95, 03.04.2013, p21.
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Document C
Document D
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Supporting Documents
Document A-I
Context of the submission
Joint submissions information
Labels, existing or proposed
Uses, intended (D-1), currently authorised (D-2), and/or intended
future uses (D-3)
MRL information. Community MRLs (E-1) and import tolerances (E-2)

Document F
Document G
Document H
Document I
Document J

Notification submitted to the Commission
Co-formulants statements (normally under Doc. J)
Co-formulants MSDS (normally under Doc. J)
Co-formulants other (normally under Doc. J)
Confidential data. (contains information from other documents that
is considered confidential).
Document K1
individual study reports
Document L
reference lists
Document M
summaries
Substance
Product

Document KCA, LCA, MCA
Section 1 identity

Document KCP, LCP, MCP
Identity

Section 2

physical & chemical properties

Section 2

physical & chemical properties

Section 3

further information

Section 3

application data

Section 4

analystical methods

Section 4

further information

Section 5

toxicology

Section 5

analytical methods

Section 6

residues

Section 6

Efficacy

Section 7

environmental fate

Section 7

Toxicology

Section 8

ecotoxicology

Section 8

residues

Section 9

literature data; reference list

Section 9

environmental fate

Section 10

ecotoxicology

Section 11

literature data; reference list

Section 12

classification & labelling

Section 10 classification & labelling

Document N

Conclusions
Document N1

1

See further detailed information below this table.

Overall Conclusions
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Chapter 1
Chapter 2

identity
physical & chemical properties

Chapter 3

application & efficacy

Chapter 4
Chapter 5

further information (handling, storage, decontamination, …)
analytical methods

Chapter 6

toxicology

Chapter 7

residues

Chapter 8

environmental fate

Chapter 9

ecotoxicology

Chapter 10

classification & labelling

Chapter 11
Chapter 12
Document N2
Document N3
Document N4
Document N5

relevance of metabolites
isomer composition considerations
Endpoints
Substances & metabolites, structures, codes, synonyms
Metabolites in groundwater, relevance
Isomeric composition considerations

Document O
Substance
Document OCA

Completeness check lists
Product
Document OCP

Document K is further subdivided in function of the structure of each section: for example, Section
5, Toxicology, point 5.3 = short term toxicity, 5.3.2 = oral 90-day toxicity (rodents). When there are
two 90-day rat studies with the active substance, they will be coded KCA 5.3.2/1 and KCA 5.3.2/2.
Summaries of those studies can be found in Document M: MCA 5.3.2/1 and MCA 5.3.2/2, and in
a condensed form in Document N1, Chapter 6.1.3.

DAR/RAR structure
Guidance Document SANCO/ 12592/ 2012 lays down the structure of Assessment
Reports:
DAR: Draft Assessment Report, for new substances, first approval
RAR: Renewal Assessment Report, for the renewal of existing substances
EFSA refers to both as “Rapporteur Assessment Report” in the public consultation.
After the first version of the Guidance Document (Rev.0, 11.2012), a revised version
(Rev.1.2 06.10.2017) was published, with an adaptation to the structure to make the
document usable both as a DAR/RAR and as a CLH report. The purpose of this
new structure is to allow the RMS to submit simultaneously the DAR/RAR to EFSA
for public consultation and for preparing and adopting an EFSA Conclusion, and
the CLH proposal to the RAC (ECHA) for preparing and adopting a RAC opinion for
classification. Simultaneous processing by the two agencies should avoid discrepancies between the
classification proposals published by EFSA in the EFSA Conclusions, and the formal classification
proposals by the RAC, which lead to classification under the CLP Regulation (1272/2008). The
new templates were updated once again in March 2019, to revise the format of the lists of studies,
the information on the coverpages, and to amend the sections in Volume 1 where the summary of
the assessment of endocrine properties is made (this in relation to the introduction of the definition
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of endocrine properties (Regulation 2018/605) and the ECHA/EFSA Guidance on the
identification of endocrine disruptors, EFSA 2018, 16(6); 5311)

DAR/RAR structure
Volume 1
Level 1
1.1
1.2
1.3
1.4
1.5

Subject matter, purpose of the DAR/RAR, background on application
Context of the DAR/RAR
Applicant information
Active substance identity
Product information
Uses information (for each product in the submission)

Level 2
Numbering 1-12 corresponds to chapter
numbering in dossier, Document N1

Summary of active substance hazard and product risk assessment
2.1
Identity
2.2
Physical & chemical properties
2.3

Application & efficacy

2.4
2.5

Further information (handling, storage, decontamination, …)
Analytical methods

2.6

Toxicology

2.7

Residues

2.8

Environmental fate

2.9

Ecotoxicology

2.10

Classification & labelling

2.11
2.12
2.13

Relevance of metabolites
Isomer composition considerations
Residue definition

Level 3

Corresponding
to EFSA
Conclusions
chapter 9

3.1

3.2
3.3

Proposed Decision
Background to the decision
Unfinished/ongoing studies
Issues not finalised
Critical areas of concern
Table with concerns for each representative use
Areas for expert consultations
Proposed decision
Conditions & restrictions, rationale

Volume 2
Annex A
Lists of Tests, Studies and Information submitted
Lists containing information on each study: author, data point number (see Dossier structure, Doc.
KCA, KCP), data protection claimed & justification, and data owner.
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Volume 3
Annex B
Summary, evaluation and assessment of the data and information

Substance (AS)

Product (PPP)

B.1 (AS)

identity

B.1 (PPP)

B.2 (AS)

physical & chemical properties

B.2 (PPP)

B.3 (AS)

application & efficacy

B.3 (PPP)

B.4 (AS)

further information

B.4 (PPP)

B.5 (AS)

analytical methods

B.5 (PPP)

B.6 (AS)

Toxicology

B.6 (PPP)

B.7 (AS)

Residues

B.7 (PPP)

B.8 (AS)

environmental fate

B.8 (PPP)

B.9 (AS)

ecotoxicology

B.9 (PPP)

Volume 4
Annex C
C.1
C.2
C.3

Confidential Information (not published)
information on Task Forces
information on data sharing

List of Endpoints
LoEP
Published as a stand-alone document1

1

See also Guidance Document SANCO/ 12483/ 2014 (page 60)
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Peer Review Report
Following the Public Consultation on the basis of the DAR/RAR, EFSA organises,
when considered necessary, Peer Review Expert meetings. Such meetings can be
considered necessary on the basis of the RMS proposal in the DAR/RAR
(Volume 1 Level 3, 3.1 (see DAR/RAR structure above), following feedback from
the Consultation or on EFSA’s own judgement.
The documentation collected in the course of the peer review process is collated in
the EFSA Peer Review Report. This report contains typically 200-600 pages, but this
can increase up to 2,000 for substances that attract more than average attention from
Member States and/or other stakeholders. The Peer Review Report provides detailed
insight in the comments delivered in the Consultation process (including EFSA’s
comments), the response from the applicant, RMS and EFSA, and the processing of
the comments in the Peer Review Expert meetings. The Peer Review Report provides
both background information for the understanding and interpretation of the EFSA
Conclusions, and insight in Member State positions on specific topics.

EFSA Peer Review Report
1.

Comments on the assessment report, divided by:
Country/stakeholder 🇬🇬 🇬🇬 🇬🇬…, sorted by
Section:
1: Physical/chemical properties, application & efficacy, methods of analysis
2: Effects on human and animal health
3: Residue data
4: Environmental fate and behaviour

2.

3.

4.

5.

5: Ecotoxicology
Reporting table, presenting all comments sorted by section, and DAR/RAR data point:
Column 1: No.
Column 2: Comment
Column 3: Response from applicant & evaluation from RMS (& co-RMS)
Column 4: Data requirement or open point
Pesticides peer review meeting reports
Individual reports per section meeting (if any)
Column 1: Subject
Column 2: Discussion
Column 3: Conclusions
Evaluation table, sorted by section
Column A: Conclusions from Reporting Table
Column B: RMS comments
Column C: Recommendations of the Peer Review Meeting
Column D: RMS homework
Column E: EFSA conclusion
Comments on the additional information assessment,
sorted by “open point” (see above, Reporting table column 4)
Subject
Discussion Written Procedure

21
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6.

Conclusions Written Procedure
Comments on the draft EFSA conclusion,
sorted by section
Reference
Member State comment
EFSA response to comment

EFSA Conclusions
Following the Public Consultation on the basis of the DAR/RAR, EFSA organises,
when considered necessary, Peer Review Expert meetings. Such meetings can be
considered necessary on the basis of the RMS proposal in the DAR/RAR
(Volume 1 Level 3, 3.1 (see DAR/RAR structure above), following feedback from
the Consultation or on EFSA’s own judgement. Lastly, EFSA finalises its conclusions
and publishes them after internal adoption. The adoption of EFSA Conclusions can
be followed in the EFSA Register of Questions . Once adopted, the Conclusions are
published (ca. 10-40 days after adoption) in the EFSA Journal, in Wiley Online
Library .
1

2

EFSA Conclusions on Peer Review
General paragraphs
Abstract, Summary, Background, info on active substance & product(s)

Conclusions on the evaluation
1.

Identity, physical/chemical/technical properties and methods of analysis

2.

Mammalian toxicology

3.

Residues

4.

Environmental fate and behaviour

5.

Ecotoxicology

6.

Overview of the risk assessment of compounds listed in residue definitions triggering
assessment of effects data for the environmental compartments
Data gaps
Particular conditions proposed to be taken into account to manage the risk(s) identified
Concerns
- 9.1. Issues that could not be finalised
- 9.2. Critical areas of concern
- 9.3. Overview of the concerns identified for each representative use considered
References & Abbreviations
List of end points
Used compound codes

7.
8.
9.

Appendix A
Appendix B

1
2

http:/ / bit.ly/ EFSA_RoQ
http:/ / bit.ly/ EFSA_Journal_Wiley
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EFSA Conclusions that were adopted and first published until ca. April-May 2016 are published as
one single PDF document. Conclusions published after that date are published without Appendix
A (endpoints) . Appendix A can be found via a link inside the document (not always functioning),
or several links in Wiley Online Library, titled “Supporting Information” or “Supplements”.
1

The key conclusions can be found in Chapter 9: “Concerns”. This chapter lists the “Issues that
could not be finalized”, “Critical Areas of Concern”, and an overview in a table, marking for each
area of risk assessment (consumer risk, operator risk, risk for aquatic organisms, etc. ) and for each
representative use whether or not a risk was identified, or whether the assessment could not be
finalised.
In the example table below, only a few of the areas of risk are shown, for demonstration purposes.
In the example, one safe representative use is identified, indicated by the white column for
“Ornamentals (green house)”.
It is not uncommon that EFSA identifies no safe use. This does not automatically mean that the
substance can not be approved or renewed. EFSA’s role is “Risk Assessor”. The Commission, in
the role of “Risk Manager” determines, on the basis of the risks identified and the provisions of the
Regulation, whether or not approval is possible under specific restrictions of conditions.
Specimen
Table: Overview of concerns
Representative use

Operator risk

Risk identified
Assessment not
finalised

Consumer risk

Risk identified
Assessment not
finalised
Risk identified

Risk to aquatic
organsims

Groundwater
exposure to
metabolites

1

Assessment not
finalised
Legal parametric
value breached (a)
Parametric value of
10 μg/L(b) breached
Assessment not
finalised

Grapes
Maize/sweet Ornamentals Ornamentals
Leafy
(table/wine)
corn
(field)
(green
vegetables
house)

X2

X2

X2

X7

3/8 FOCUS
scenarios
X6

4/5 FOCUS
scenarios
X6

3/7 FOCUS
scenarios
X6

X8

X8

X8

X8

Appendix A can be found through a link in the right- hand panel when viewing the Conclusions, through a link titled “Supporting Information”
at the bottom of the Conclusions, or (not always) a link at the top of the PDF- view of the document.
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Renewal Programmes
The Renewal Programmes, also known as the AIR programmes, assign substances based on their
expiration dates and level of priority, into groups and batches, in order to manage and spread the
workload of the renewal process. Information on all currently approved chemical active substances,
as wel as details on the renewal programme (applications dates, dossier submission deadlines, etc.)
can be found in Table 8 (page 76).
1

Renewal Regulations specify the deadline for the submission of supplementary dossiers: for AIR2
substances (which started under Directive 91/ 414) the deadline for submission of supplementary
dossiers ranged from 34-40 months before the scheduled expiration date. For all substances
renewed under Regulation 1107/2009 (AIR3 and later, see below) the submission date is 30 months
before the expiration date of the approval (Regulation 844/2012, Art.6.3).
AIR 1
The first pilot project , known as AIR 1, covered 7 active substances . All 7 substance approvals
were renewed for a period of 10 years (under transitory measures, following the “old” 91/414
provisions), with a common expiration date of 31-12-2021. This means that all seven are now
scheduled for their second renewal under AIR 4 (see below).
2

3

AIR 2
A second list of 31 substances, with expiry dates in 2011 and 2012, known as AIR 2, was scheduled
for renewal with Regulation 1141/ 2010 . Expiry dates for these substances were extended until 31
December 2015 . Renewal dossiers were submitted for 29 substances between February and
August 2012. On 20 October 2015, with Regulation 2015/ 1885, the then remaining 23 pending
substances were once more extended with six months, until 30 June 2016. Nine of these substances
were extended once more for one year until 30 June 2017, (Reg. 2016/ 549); glyphosate was
extended with 18 months until 31 Dec. 2017 (Reg. 2016/ 1056). With Regulation 2017/ 841 of
17.05.2017, 7 substances were once more extended, until 30.06.2018. On 1 October 2017, one of
these (flupyrsulfurone-methyl) was non-approved, 6 were still pending.
4

5

6

7

AIR 3
For all other substances, the renewal process starts (or started) under the provisions of Regulation
1107/2009. Under these new provisions, applications have to be submitted no later than 3 years
before the expiration date of the approval. For the first batches of substances (with approvals
expiring before 14 June 2014), it was not possible for applicants to submit supplementary dossiers
30 months before the expiration date; therefore the Regulation foresaw in Art. 17 (see page 127)
to extend the expiration dates for these substances. This was done with Regulation 823/ 2012, for
batches AIR3.1, 3.2 and 3.3, with new expiration dates of 31.07.16, 31.10.16 and 31.01.17,
respectively. With Regulation 2016/ 950 of 15 June 2016, Batches AIR 3.1 and 3.2 were again
extended because the assessment of the substances was delayed for reasons beyond the control of
the applicants. (Art. 17). For remaining batches, expiration dates were extended in order to allow

“AIR” = Annex I Renewal
Regulation 737/ 2007 of 27 June 2007, OJ L 169, 29.6.2007, p. 10.
azimsulfuron, azoxystrobin, fluroxypyr, imazalil, kresoxim- methyl, prohexadione- calcium, spiroxamine
4 OJ L 322, 8.12.2010, p.10.
5 Directive 2010/ 77/ EU of 10.11.2010; OJ L 293, 11.11.2010, p.48
6 not for cinidon- ethyl and for cyclanilide
7 or 6 months from the date of receipt of the opinion of the Committee for Risk Assessment of the European Chemicals Agency by the
Commission, whichever is the earlier.
1
2
3
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for an even spread of the workload for the competent authorities. So far, the following extensions
were published:
Regulation 823/ 2012,

14.09.2012

batch 3.1
batch 3.2
batch 3.3

15 substances,
14 substances,
11 substances,

until
until
until

31.07.2016
31.10.2016
31.01.2017

Regulation 2016/ 950,

15.06.2016

batch 3.1
batch 3.2

12 substances,
13 substances,

until
until

31.07.2017
31.10.2017

Regulation 1197/ 2012,

13.12.2012

batch 3.4
batch 3.5

7 substances,
16 substances,

until
until

30.04.2017
31.07.2017

Regulation 533/ 2013,

10.06.2013

batch 3.6

9 substances,

until

31.10.2017

Regulation 762/ 2013,

07.08.2013

batch 3.6
batch 3.7

2 substances,
5 substances

until
until

31.10.2017
31.01.2018

Regulation 1136/ 2013

12.11.2013

batch 3.7

4 substances

until

31.01.2018

Regulation 85/ 2014

30.01.2014

batch 3.7

1 substance

until

31.01.2018

Regulation 2016/ 2016

17.11.2016

batch 3.3
batch 3.4

10 substances,
7 substances,

until
until

31.01.2018
30.04.2018

Regulation 487/ 2014

12.05.2014

batch 3.8

9 substances

until

30.04.2018

Regulation 678/ 2014

19.06.2014

batch 3.8

5 substances

until

30.04.2018

Regulation 878/ 2014

12.08.2014

batch 3.8

3 substances

until

30.04.2018

Regulation 404/ 2015

11.03.2015

batch 3.9

14 substances

until

31.07.2018

Regulation 415/ 2015

12.03.2015

batch 3.9

2 substances

until

31.07.2018

Regulation 2017/ 841

17.05.2017

batch 3.1
batch 3.5

9 substances
15 substances

until
until

31.07.2018
31.07.2018

Regulation 2017/ 1511

30.08.2017

batch 3.2
batch 3.6

8 substances
11 substances

until
until

31.10.2018
31.10.2018

Regulation 2018/84

19.01.2018

batch 3.3
batch 3.7

6 substances,
9 substances,

until
until

31.01.2019
31.01.2019

Regulation 2018/ 524

28.03.2018

batch 3.4
batch 3.8

6 substances,
17 substances,

until
until

31.04.2019
31.04.2019

Regulation 2018/ 917

27.06.2018

batch 3.1
batch 3.5
batch 3.9
batch 3.10

5 substances,
12 substances,
14 substances,
6 substances,

until
until
until
until

31.07.2019
31.07.2019
31.07.2019
31.07.2019
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Regulation 2018/ 1262

20.09.2018

batch 3.2
batch 3.6
batch 3.10
batch 3.10

6 substances,
10 substances,
1 substance
3 substances,

until
until
until
until

31.10.2019
31.10.2019
30.09.2019
31.10.2019

Regulation 2018/ 1796

21.11.2018

batch 3.3
batch 3.7
batch 3.10
batch 3.10

2 substances,
6 substances,
1 substance,
13 substances,

until
until
until
until

31.01.2020
31.01.2020
30.11.2019
31.12.2019

For Batch 3.10 (called “Group 4”; 28 substances), with expiry dates between 31.07.2018 and
31.12.2018 no need for extensions was foreseen. In June 2018 however, none of those substances
was processed yet, and the first 6 substances were extended by 1 year until 31.07.2019. By
November 2018, 4 substances from this group were no longer supported, all expiring by
31.12.2018. The remaining 24 substances were all extended by 1 year. Submission dates for
supplementary dossiers for these substances were between 31.01.2016 and 30.06.2016.
Working Documents with expiry dates and submission dates (SANCO/ 2012/ 11284) and received
applications and applicants (SANCO/ 10148/ 2014) are regularly updated. All current dates are
updated until June 2018, in Table 8, page 76)
AIR 4
All substances with expiry dates between 01.01.2019 and 31.12.2021 are grouped in AIR4.
Rapporteurs and Co-Rapporteurs have been allocated (Regulation 2016/183 of 11.02.2016). In
response to the approaching exit of the UK as member of the EU, a re-allocation took place for a
total of 21 substances for which no supplementary dossier had been submitted yet, for those
substances where the UK was RMS or co-RMS, by Regulation 2018/ 155 of 31.01.2018. A
Working Document (SANTE-2016-10616), first published on 18 July 2016 (Rev3), last updated
December 2018 (Rev.10 ), describes the further prioritisation of the 214 substances in this
programme into 4 groups:
1

Group 1: substances with an expiry date before 30 April 2019. Of the 51 substances in this
group, applications were received for 32. Of those 32 substances, 25 are presumed to be lowrisk substances; no extension of expiry date is foreseen.
Group 2: presumed low-risk substances. Apart from the 25 presumed low-risk substances
from Group 1, another 38 are gathered in this group. Because the majority of the low-risk
substances from both Group 1 and Group 2 have expiry dates in 2019, the ones from Group
2 will be extended by 1 year;

1

Rev.4 moved 2 substances (tetraconazole and malathion) from Group 3 to Group 4.1, Rev.5 marks more substances for which no application was
received: ammonium acetate, limestone, methyl nonyl ketone, sea algae extracht, triadimenol, triflubenzuron and chlorsulfuron. Rev.6 marks that
no applications were received for difenacoum (group 3), cyromazine, lufenuron and quizalofop-P (group 4.1) and methomyl and trimethylamine
hydrochloride (group 4.2), Rev.7 mentions the withdrawal of tall oil pich and tall oil crude, .quizalofop- P-tefuryl is moved from Group 3 to Group
4.1. Rev.8 is updated for the withdrawal of the approval of tall oil crude and tall oil pitch, and the final enddate for triflumizole (no application).
Rev.9 is updated for inadmissibility of the application of pepper dust, and for no received applications for bromadiolone, carbetamide, myclobutanil,
fenbuconazole, diethofencarb, etridiazole, oryzalin, triflumuron, metosulam and fenoxycarb, Rev.10 changes the application for fat distillation
residues to “admissible”, reports the withdrawal of the applications of fenugreek powderand caboxin, and no application received for proxydim.
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Group 3: presumed "cut-off" substances. This group lists 12 substances , they will receive no
extension of the expiry date; for 3 of these no application was received.
1

2

Group 4: remaining 112 substances with expiry dates between 01 July 2019 and 31 Dec. 2021.
A Regulation will be prepared to extend the expiry dates with either 2 years (subgroup 1 (45
substances) or 3 years (subgroup 2 (67 substances)). This will be done only after the deadline
for application, and only for those substances for which a valid application was received.
A first batch of 45 AIR4 substances received extensions with Regulation 2017/ 195 : 25 substances
from group AIR 4.2 by 1 year, 3 substances from group AIR 4.4.1 by 2 years, and 17 substances
from group AIR 4.4.2 by 3 years.
3

With Regulation 2017/ 555 another 3 substances from AIR 4.2 were extended by1 year, 9 from
AIR 4.4.1 by 2 years, and 5 from AIR 4.4.2 by 3 years.
4

As time progresses, and the application deadlines for more AIR 4 substances are reached, decisions
are taken on the extension or final exiry date (in function of received admissible applications) of
substances. With Regulation 2017/ 1527
another 4 substances were extended:
heptamaloxyloglucan (AIR 4.2) by 1 year, malathion (AIR 4.4.1) by 2 years, and cyflufenamid and
fluopicolide (AIR 4.4.2) by 3 years.
5

Reg. 2017/ 1530 extended quizalofop-P-tefuryl, which moved from AIR 4.3. to AIR 4.2.1, by 2
years.
6

Reg. 2018/ 184 extended fenugreek powder (AIR 4.2) by 1 year and sulfuryl fluoride (AIR 4.4.2)
by 3 years.
7

The grouping and prioritisation was further substantiated by Decision 2016/ C 357/ 05 . This
Decision, based on Art.18, provides the basis for the above-mentioned Working Document.
8

In accordance with Article 3(6) of Regulation (EU) No 844/ 2012, the Commission publishes a
regularly updated list (most recent version: SANTE-2016-11734 Rev.14 of 03.2019) containing,
for each active substance, the names and the addresses of the applicants whose applications were
submitted within the deadlines.
AIR 5
All substances with expiry dates between 01.01.2021 and 31.12.2024 are grouped in AIR5.
Rapporteurs and Co-Rapporteurs have already been allocated (Regulation 2018/155 of
31.01.2018). Some grouping of substances is foreseen in a draft Commission Implementing
Decision that was published for commenting (from 01.02-01.03.2018) on the Commission website.
9

1

2
3
4
5
6
7
8
9

tebuconazole, difenacoum, triflusulfuron, triflumizole, spirodiclofen, bromadiolone, carbetamide, cyproconazole, flurochloridone,
myclobutanil, profoxydim, 8- hydroxyquinoline incl. oxyquinoleine. In May 2017, quizalofop- p- tefuryl was moved with Rev.7 of WD SANTE2016- 10616 to Group 4.1. In September 2017, the expiry date was extended by 2 years.
spirodiclofen, difenacoum & triflumizole
OJ L31, 04.02.2017, p21
OJ L80, 25.03.2017, p1
OJ L231, 07.09.2017, p3
OJ L232, 08.09.2017, p4
OJ L34, 08.02.2018, p10
OJ C/ 357, 29.9.2016, p9
Commission Implementing Decision … / … , SANTE/ 11750/ 2017, Ares(2018)623925 of 01.02.2018
http://bit.ly/COM_draft_Dec_AIR5_Ares2018_623925
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This draft Decision describes that the assessment of substances for which it “is expected they may
fail to satisfy the approval criteria (…)’ [‘the cut-off criteria’] will be prioritised. This is comparable
to the processing of AIR 3.3 substances (see above). Similarly, substances approved as Candidates
for Substitution will in principle not be extended.
1

Based on “the similarities in their respective properties”, where the date of dossier submission is
different, the approval for certain AIR 5 substances will be extended in order to align the timing of
assessment and peer review:
1. fluxapyroxad, bixafen, sedaxane, penflufen and penthiopyrad;
2. disodium phosphonates and potassium phosphonates;
3. eugenol, geraniol and thymol;
4. Trichoderma atroviride strain I 1237 and Trichoderma asperellum strain T34;
5. benzovindiflupyr and isopyrazam.
For other substances under AIR 5, extensions shall be granted in due time in accordance with Art.
17.

Mutual Recognition and zonal system
Directive 91/414 already introduced a system of Mutual Recognition: if a product was authorised
in one Member State, another Member State should mutually recognise, and grant a similar
authorisation. However, the system disregarded the wide variation in agronomic and climatic
conditions across Europe. Most Member States did not accept to mutually recognise authorisations,
or demanded a significant dossier to prove that conditions in the reference country were similar to
those in the target country. Applicants often chose to apply for a regular authorisation, because the
data requirements for such applications were clearer.
For the sake of achieving maximum harmonisation, Regulation 1107/2009 introduced a Zonal
system, encouraging cooperation between Member States with comparable climatic conditions in
the evaluation of national applications for authorisation. The Regulation establishes 3
(climatic/regulatory) zones: North, Central and South (see Figure 6, the three zones). The
worksharing within the zones is coordinated by Zonal Steering Committees. An Interzonal Steering
Committee coordinates work between the 3 zones.

1

based on expiry date and approval listing, this would be: metam (incl. - potassium and -sodium), flumetralin, esfenvalerate, benzovindiflupyr,
isopyrazam, lambda- cyhalothrin, metsulfuron- methyl, and prosulfuron.
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Figure 6, the three zones

EU Decision-making
The description below is a simplified description of the EU Decision-making procedures, which in
their entirety are very broad, all-encompassing, and complicated. The descriptions in this
Vademecum highlight only those decision-making procedures that are most relevant to the
European pesticides legislation. They do not claim to be complete or exhaustive: they are intended
to provide a basic understanding of the day-to-day pesticides-related decision processes at European
level.

Introduction
European decision-making leading to the adoption of EU legal acts can be broadly divided into two
“levels”: legislative acts and non-legislative acts. Legislative acts are legal acts adopted by the ordinary
legislative procedure (Co-Decision), non-legislative acts are the delegated acts or implementing
acts adopted by the Commission, through Comitology.
1

2

3

Co-decision
Legislative Acts (binding legal acts, such as Regulation 1107/2009, or the Residues Regulation
396/ 2005) are adopted through the ordinary legislative procedure, also known as the Co-decision
procedure: on the basis of a proposal from the Commission, an Act is adopted in co-decision
between the Council and the European Parliament. During this process, both Parliament and
Council can make amendments to the original proposal and it is not uncommon for a final act to
1
2
3

Legislative procedure is the joint adoption by the EP and the Council of a Regulation, Directive or Decision, on a proposal from the Commission,
according to the procedure defined in Art. 294, TFEU.
Art. 290 TFEU
Art. 291 TFEU
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look significantly different from the original Commission proposal. For detailed information on this
co-decision procedure and the role of the Commission, European Parliament and the Member
States (through the Council), as well as about issues as first reading, second reading and conciliation,
consult the websites of the Commission or the European Parliament , or contact Pappas &
Associates.
1

2

Comitology
When essential elements of a legislative act need to be changed or amended, this can only be done
through the Co-decision procedure again: after all these acts are adopted by Council and
Parliament, so their essence can only be changed or amended by those same institutions.
However, when new legislative acts are adopted, they often contain (non-essential) gaps that need
to be filled (such as detailed data requirements for Regulation 1107/2009), and/or they refer to
decisions that have to be taken at European level within their framework (such as the approvals of
pesticides under Regulation 1107/2009). Such decisions are delegated to the Commission and to
the Committees (consisting of Member State representatives) that are established for such tasks.
Because of the role of those Committees, these procedures are usually referred to as “Comitology”,
and are laid down in Regulation 182/ 2011 , or (for older acts like Regulation 1107/2009) in
Council Decision 1999/ 468/ EC .
3

4

In the context of Regulation 1107/2009, we can distinguish the two most important procedures:
“regulatory procedure” and “regulatory procedure with scrutiny”. The first one applies to decisions
taken within the framework of the Regulation, like approvals, withdrawals, emergency measures,
etc., the second one applies to amendments, i.e. changes to “non-essential elements” of the
Regulation, such as detailed rules for research and development, rules for placing on the market of
adjuvants, or data requirements for safeners and synergists. A third one, the “advisory procedure”
is used for decisions of a mostly technical nature. The basic act (1107) contains detailed instructions
with regard to which procedure must be followed for each type of future decision.
The major part of the decision process is identical for both regulatory procedures (with and without
scrutiny): the Commission drafts a proposal, and the Member States vote on that proposal in the
Standing Committee, through qualified majority voting. The difference between the two procedures
is mainly what happens after a decision is taken, or when there is no qualified majority in the
Standing Committee.

1
2
3
4

http:/ / ec.europa.eu/ atwork/ decision- making/ index_en.htm
http:/ / www.europarl.europa.eu/ code/ information/ guide_en.pdf
OJ L 55, 28.2.2011, p.1 3.
OJ L 184, 17.7.1999, p.23.
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Standing Committee on the Plants, Animals, Food and Feed
The Commission is assisted by many Committees. One category of Committees is the “Regulatory
Committee”, and one of those Regulatory Committees is the “Standing Committee on the Plants,
Animals, Food and Feed”, also known as the PAFF Committee . This Committee, set up by the
General Food Law Regulation 178/2002, covers
several (15) different Standing Committee meetings, Table 1
only 2 of which deal directly with pesticides: the “Plant PAFF Committee Meeting Schedule
Protection Products – Legislation” meeting and the for 2017*
“Pesticides Residues” meeting, together the
Phytopharmaceuticals
“Phytopharmaceuticals Section” of the PAFF Standing
Legislation Residues
January
25-26
Committee. These meetings are chaired by the
February
27
26-27
Commission, and are formed by representatives of the
March
22
Member States. For the formal part of these Standing
April
Committee meetings, each Member State is
May
24-25
June
13-14
represented by one representative, who will vote on
July
19-20
behalf of his country on the Commission’s proposals.
August
Voting is done according to the “qualified majority”
September
20-21
system (see below). A proposal is either adopted by
October
23-24
qualified majority, or it is rejected (a negative opinion,
November
26-27
December
12-13
or “no opinion” is delivered), depending on the results
Meeting schedule as foreseen in Feb.2018. Meeting schedules are
of the vote.
subject to change, for most recent schedule check DG Sante website.
1

http:/ / bit.ly/ COM_SANTE_PAFF_meeting_schedule_2018

Qualified Majority Voting
Since 1 November 2014
With the entry into force of the Lisbon Treaty, a new system of voting was introduced. This new
system, known as “double majority voting”, entered into force on 1 November 2014. The voting
process in a Standing Committee follows the same rules as voting in the Council. Under the new
system, for a proposal to be adopted, 2 types of majority are required:
1. a majority of Member States (at least 55% i.e., at least 16 out of 28), and
2. a majority of the total EU population (the countries in favour must represent at least 65% of
the EU population).
For a blocking minority, at least 4 Member States (representing more than 35% of the population)
must vote against. However, until 31 March 2017, the old system may still be applied at the request
of any Member State.
2

3

1
2
3

Formerly known as the Standing Committee on the Food Chain and Animal Health, SCoFCAH.
to avoid that just 3 of the largest Member States together might block a proposal
The old vot ing s ys t em :
The general concept is that each country has a certain weighted number of votes (see Table 2): the bigger a country’s population, the more votes
it has (in fact, the numbers are weighted in favour of the smaller countries). When a vote is taken in the Standing Committee, “qualified
majority voting” applies. A qualified majority decision is reached when:
1.
260 (out of the total of 352) votes are cast in favour, and
2.
at least 15 Member States vote in favour, and
3.
more than 62% of the EU population is represented by the votes in favour.
On the other hand, a blocking minority, leading to “no opinion”, requires at least
1.
93 votes against (or abstentions), and
2.
at least 14 Member States against (or abstentions), and
3.
more than 38% of the EU population is represented by the votes against (or abstentions)
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The population numbers, and the corresponding percentages, are established once per year, in
accordance with the data available to the Statistical Office of the European Union on 30 Sept. of
the preceding year, and laid down in a Council Decision..

Regulatory Procedure (“implementing acts”)
When a proposal for an implementing act is accepted by a qualified majority in the Standing
Committee, it is adopted by the Commission, and published.
1

When there is (at least) a blocking minority in the Standing Committee against the proposal, the
Commission can either submit an amended proposal to the Standing Committee, or refer the
rejected proposal to the Appeal Committee. If the Appeal Committee (chaired by the Commission)
manages to find a compromise that has the support of the Commission, and that finds a qualified
majority, the Commission will adopt the amended proposal. If the Appeal Committee delivers no
opinion (i.e. there is no compromise, or no qualified majority for a compromise), the Commission
may adopt the implementing act. Only if there is a qualified majority vote against the draft proposal,
the Commission can not adopt it, and will have to draft a new proposal to submit to the Standing
Committee.
Although Council and Parliament always have the “right of scrutiny”, they cannot directly intervene in this process.
They can at best inform the Commission when they believe that a draft implementing act exceeds the implementing
powers that the original act (read: Regulation 1107/ 2009) granted the Commission. The Commission then has to
decide whether it maintains, withdraws, or amends the draft implementing act.

Regulatory Procedure with scrutiny (“delegated acts”)
Decisions on “non-essential elements” of an act grant, under the Lisbon Treaty, more power to the
European Parliament (and the Council). The biggest difference with the regulatory procedure
without scrutiny is the fact that Parliament can stop the adoption of a draft proposal, even if the
Standing Committee voted by a qualified majority.
2

1
2

i.e. for an approval or non- approval, or other decision under the “regulatory procedure” without scrutiny, referred to in the Regulation to its
Art. 79(3)
Council can equally stop the adoption of a proposal, but since such proposal is already voted by qualified majority by the Member States in the
Standing Committee, it is highly unlikely that the same Member States would take a different position in Council.
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Proposals for such “non-essential elements”, such as detailed data requirements, rules for the
authorisation of adjuvants, labelling requirements or any other change or amendment to the
Regulation that refers to its Art. 79(4), when they receive a qualified majority vote in the Standing
Committee, are submitted for scrutiny to the Parliament and the Council. If Parliament does not
oppose the measure within 3 months, it will be adopted by the Commission. If, however, within 3
Table 2

Member State voting numbers
EU-28

Population*
#
(% )
DE
29
82 437 641 16.10
Germany
FR
29
67 024 633 13.09
France
UK
29
65 808 573 12.85
UK
IT
29
61 219 113 11.95
Italy
ES
27
46 528 966 9.08
Spain
PL
27
37 972 964 7.41
Poland
RO
14
19 638 309 3.83
Romania
NL
17 220 721 3.36
Netherlands 13
BE
12
11 365 834 2.22
Belgium
EL
12
10 757 293 2.10
Greece
CZ
12
10 467 628 2.04
Czech
PT
12
10 309 573 2.01
Portugal
SE
10
10 080 000 1.97
Sweden
HU
12
9 797 561 1.91
Hungary
Source: Council Decision 2017/ 2461

EU-28

Votes

North Central South

North Central South

AT
BG
DK
FI
SK
IE
HR
LT
SI
LV
EE
CY
LU
MT
Total

Austria
Bulgaria
Denmark
Finland
Slovakia
Ireland
Croatia
Lithuania
Slovenia
Latvia
Estonia
Cyprus
Luxemburg
Malta

Population*
#
(% )
10
8 752 500
1.71
10
7 101 859
1.39
7
5 743 947
1.12
7
5 499 447
1.07
7
5 435 343
1.06
7
4 774 833
0.93
7
4 154 213
0.81
7
2 847 904
0.56
4
2 065 895
0.40
4
1 950 116
0.38
4
1 315 635
0.26
4
854 802
0.17
4
589 370
0.12
3
440 433
0.09
352 512 155 106 100.00%

Votes

months, Parliament opposes (by majority of its component members) the measure, the
Commission cannot adopt it, and will have to redraft a new proposal to submit to the Standing
Committee.
In the case that a proposal under this regulatory procedure with scrutiny does not get a qualified
majority in the Standing Committee, the Commission will refer the proposal to the Council and
Parliament. If the Council votes, within two months, with a qualified majority against the proposal,
it will not be adopted. If the Council adopts the proposal (by qualified majority), or does not act
within 2 months, the proposal will be delivered to the Parliament for scrutiny. If Parliament does
not oppose the proposal within 4 months of the first referral by the Commission, it will be adopted.
If it opposes it within that period, the Commission cannot adopt it, and will have to redraft a new
proposal to submit to the Standing Committee.

Advisory Procedure
The Advisory Procedure is invoked for decisions of a mostly technical nature, such as the
transposition of provisions included in Annexes of Directive 91/414 into separate Commission
Regulations, or purely technical measures, such as Guidance Documents (see Art.77, page 151).
As the name implies, the Commission is not bound by the opinion of the Advisory Committee,
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which is delivered by simple majority. However the Commission must take “the utmost account”
of the opinion delivered by the Committee.

Future amendments to Comitology
Since the entry into force of the new Comitology Regulation 182/2011, a significant number of cases
where the Appeal Committee was called upon, were cases involving pesticides, biocides and
GMO’s. In most cases, the Appeal Committee delivers no opinion. As a result, the Commission
bears the full responsibility of adopting the proposed decision.
In order to avoid this in the future, and to motivate Member States to take responsibility, the
Commission published on 14 Febr. 2017 a proposal to change the appeals procedure. Key
elements of the proposal are:
1

(a) change the voting rules in the Appeal Committee, so that only votes in favour or
against an act are taken into account; this will reduce the use of abstentions and the
number of situations where the Committee is unable to take a position and the
Commission is obliged to act without a clear mandate from the Member States;
(b) involve national Ministers by allowing the Commission to make a second referral to
the Appeal Committee at Ministerial level if national experts do not take a position;
this will ensure that sensitive decisions are discussed at the appropriate political level;
(c) increase voting transparency at the Appeal Committee level by making public the
votes of Member State representatives;
(d) ensure political input by enabling the Commission to refer the matter to the Council
of Ministers for an Opinion if the Appeal Committee is unable to take a position.
These proposed changes must be decided jointly by the European Parliament and the Council in
the ordinary legislative procedure (see chapter on Co-decision, page 29). The proposal was
transmitted to both institutions, who have shown only a mild interest in changes. In Feb. 2018, 1
year after presentation of the proposal, only 3 Member State Parliaments have submitted their
comments to the EP, and two EP Committees (International Trade, and Economic & Monetary
Affairs) have commented to the EP Rapporteur. In Council there was no visible progress.
Until the Commission's proposal, or an amended version thereof is adopted, the current rules
remain in force.

1

Proposal for a Regulation of the European Parliament and of the Council amending Regulation (EU) No 182/ 2011 laying down the rules and
general principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers; COM(2017)85
final, 2017/ 0035 (COD). http:/ / bit.ly/ 2017_0085_COM_proposal_amend_Comitology
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Residues
The MRL Regulation (Reg. 396/20051)
The approval process under Regulation 1107/2009 is based on the single safe use concept (see page
9). Usually, more than one use (but not every authorised or intended use) is presented in the context
of an application for approval: a “limited range of representative uses”. If those representative uses
include foodcrops, a full risk assessment is conducted to verify that any residues on the treated
crops are safe for all European consumer groups, including specific vulnerable groups. This risk
assessment establishes whether or not plant protection products containing the active substance “are
expected to meet the requirements” of Article 4.2 and 4.3: the products and their residues shall not
have any harmful effects on human health, through drinking water, food, feed or air.
When applying for an authorisation however, after approval of the active substance, for every
intended use on a food crop, a European Maximum Residu Level (MRL) must first be established,
and the applicant must provide (access to) data that demonstrate that this MRL will not be exceeded
as a result of the intended use. If the use so requires, a safety interval or pre-harvest interval will be
established as a condition of the authorisation.
European MRLs have been set since 1976 . By 2005, the residues legislation had expanded to four
separate Directives, dealing with fruits and vegetables, cereals, foodstuffs of animal origin, and
products of plant origin. Since the MRLs were set by Directives, a subsequent transposition into
national legislation was always required, in every Member State, after each publication of new
MRLs. In addition, Member States could fix higher MRLs than the Community ones, for some
substances the Member States were responsible for setting MRLs, and for other substances no
MRLs were set at all. In the interest of clarity and simplicity, and to avoid the problems of having
to deal with different MRL lists for every Member State, the four Directives were replaced and
repealed by one single Regulation 396/2005 of 23 February 2005 (the MRL Regulation), on
maximum residue levels of pesticides in or on food and feed of plant and animal origin.
2

The MRL Regulation covers now more than 1,000 active substances, currently or formerly
approved inside or outside the EU, on more than 300 fresh products, as well as processed foods.
The complete consolidated text of the MRL Regulation can be found starting at page 173 of this
Vademecum except for the ca. 2,500 pages of the consolidated Annexes:
Annex I presenting the systematic listing and grouping of all different crops;
o Most recently completely replaced, by Reg. 2018/ 62 of 16.01.2018.
Annex II listing all established MRLs;
Annex III listing all temporary MRLs;
Annex IV listing low risk substances for which no MRLs are required;
Annex V for the remaining substances/crops, listing the established default values;
Annex VI processing factors for processed foodstuffs (currently empty);

1

Regulation (EC) No 396/ 2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in
or on food and feed of plant and animal origin and amending Council Directive 91/ 414/ EEC; OJ L70/ 1 of 16.03.2005

2

Council Directive 76/ 895/ EEC of 23 November 1976 relating to the fixing of maximum levels for pesticide residues in and on fruit and
vegetables, OJ C 234, 30.9.2003, p. 33 .
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Annex VII with a short list of active substance/product combinations for post-harvest
treatments for which Member States may allow (temporary) derogations from EU MRLs
under specific conditions.
Setting an MRL is based on 2 principles:
1. the MRL must be as low as possible, in relation to the highest permissible use-rate on a
crop, under the (intended) conditions of use, and
2. foodstuffs containing the substance at the level of the MRL must be safe for consumers.
Without an established MRL for a substance/crop combination, no use can be authorised. MRLs
can be set for (intended) uses within the EU, as well as for imported crops, on the basis of
authorisations on those crops outside the EU (so-called import tolerances).

MRL application
An applicant for an MRL can be a manufacturer of a pesticide, but also farmers or stakeholder
groups, importers, or (EU or non-EU) countries.
An MRL can be applied for as part of an authorisation application, as a separate application (for
EU use or for import tolerance), or as part of an application for approval or renewal of an active
substance.
An application is made to a Member State competent authority, using the EU application form
(SANCO/4044/2008 Rev.10.2, see also Table 6, page 46), with a complete dossier in accordance
with Art.7 of Regulation 396/2005 (see page 179).
The evaluating Member State prepares an Evaluation Report, using the 2015 templates (see Table
7, page 64). When the Evaluation Report is finished (there are no deadlines fixed for this
preparation), the Member State competent authority forwards it to EFSA, and notifies the
Commission.
The Commission requests EFSA to prepare a Reasoned Opinion. For a standard application,
EFSA will have a 3-month period to review the MS Evaluation Report and publish its Reasoned
Opinion. This period can be extended for more complicated dossiers, when all Member States will
be consulted. In case EFSA requests the applicant to submit supplementary information, a “stopthe-clock” period is invoked: the time limit of 3 or 6 months is suspended until the requested
information is submitted.
After EFSA publishes its reasoned opinion, the Commission prepares a draft proposal for an
amendment of the appropriate Annexes to Regulation 396/2005 (see above). Proposals for several
substances are often combined in one draft Regulation. A decision on the proposal is taken by
voting in the PAFF Committee (see page 31), following the Regulatory Procedure with scrutiny (see
page 32). Only when the proposal has met no objections from Council and Parliament, it can be
published in the Official Journal: this will take at least 5 months after a favourable vote in the PAFF
Committee.

MRL Review
Following the approval of an active substance, EFSA reviews the established MRLs, according to
Article 12 of Regulation 396/2005 (see page 180). The Reasoned Opinions on Art. 12 Reviews
often contain comments that for certain MRLs further consideration is required. If the risk
assessment shows that there is no risk for consumers, the MRL may be maintained provisionally,
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but the Regulation amending the MRLs will contain a footnote, stating that the MRL will be
reconsidered after a certain date (usually 2 years after publication), on the basis of specific
confirmatory data (or the lack thereof).
Stakeholders have the opportunity to generate and submit the confirmatory information, which will
subsequently be evaluated, following the procedures of Guidance Document SANTE/E4 VW
10235/2016 Rev.2, see page 66). In principle, the process for submission of confirmatory data
follows the same procedure as for an application for a new MRL, ultimately leading to the
publication of an EFSA reasoned opinion. Subsequently, a proposal is drafted to amend, cancel or
confirm the existing MRLs.

Enforcement
In order to ensure a harmonized, EU-wide enforcement, a coordinated EU multiannual
programme is in place (see Art.29 & Art.30 of the MRL Regulation, page 185). The active
substances that are targeted for the multiannual programmes are discussed in line with Working
Document SANCO/12745/2013 (see page 62), and laid down each year in a Regulation covering a
period of 3 years (see e.g. Regulation 2017/660, 2016/662, etc..).
In addition to the multiannual programmes, a Rapid Alert System for Food and Feed (RASFF) is
in place. RASFF ensures that information is shared efficiently between the Member States,
Commission and EFSA, and provides a round-the-clock service to ensure that urgent notifications
are sent, received and responded to collectively and efficiently.

PIC Regulation (Reg. 649/20121)
The European Union and its Member States are signatories to the Rotterdam Convention.
Regulation 649/2012 implements the EU’s obligations to that Convention and in addition provides
for further actions that are more stringent than called for in the Convention.
PIC (Prior Informed Consent) and information exchange are the two main provisions of the
Rotterdam Convention. The rationale behind the Rotterdam Convention, adopted in 1998 and
entered into force in 2004, is the idea that in some countries (particularly developing countries) the
regulatory systems are not adequate to manage the trade and use of certain hazardous chemicals
and pesticides. The key principle of the Rotterdam Convention is that importing signatory countries
must give prior informed consent for the importation of PIC-listed chemicals, and exporting
signatory countries must ensure that producers or exporters of such chemicals comply. For this
purpose, a list is established and regularly updated with substances that are subject to these
procedures (Annex III to the Convention).

PIC-listing under the Convention
The information exchange provisions of the Convention prescribe that Parties have to notify the
Secretariat of the Convention when they adopt a “final regulatory action” (FRA) to ban or severely
restrict a chemical for health or environmental reasons, by submitting an FRA notification.
Summaries of FRAs are published in the PIC Circular, disseminated and published twice a year
2

1
2

Regulation (EU) No 649/ 2012 of the European Parliament and of the Council of 4 July 2012 concerning the export and import of hazardous
chemicals, OJ L201/ 60 of 27.07.2012.
http:/ / bit.ly/ PIC_Circulars
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(June and December). When FRAs from at least two PIC Regions are received, the Chemical
Review Committee (CRC) will review them, and when the notifications meet the criteria, the CRC
drafts a Decision Guidance Document (DGD) and recommends listing in Annex III to the
Conference of Parties (COP). DGDs of PIC-listed substances are published on the website of the
Rotterdam Convention, to provide supporting information to importing countries when evaluating
a request for prior informed consent. The DGDs also contain information on the regulatory actions
that were taken in the notifying countries, leading to the listing in Annex III (PIC-listing).
1

Currently (Feb. 2018) there are 50 chemicals listed in Annex III: 34 pesticides, 15 industrial
chemicals, and 1 “dual” category chemical (tributyl tin compounds).

PIC Procedure under the Convention
The PIC procedure is a mechanism for formally obtaining and disseminating the decisions of
importing countries as to whether they wish to receive future imports of PIC-listed chemicals, and
for ensuring that the shipment of those chemicals must not take place without the prior informed
consent of the importing country.
Countries are required to take decisions as to whether they will allow the future import of PIC-listed
chemicals. These so-called “import responses” are published in the PIC Circulars, and published
on the Convention’s website. All signatory countries are required to have procedures in place to
ensure that published import responses are immediately communicated to their exporting
industries and to relevant Authorities (e.g., Customs Dept.).

PIC Regulation
The PIC Regulation implements, within the European Union, the Rotterdam Convention, and goes
further than the provisions of that Convention in some aspects. The PIC Regulation applies to
substances listed in its Annex I. This Annex covers substantially more substances than those listed
in Annex III of the Convention.
The PIC Regulation applies to banned or severely restricted chemicals (in the EU) listed in its
Annex I, containing industrial chemicals (for professional and for consumer use), pesticides and
biocides. Annex I consists of 3 parts:
Part 1. These substances are subject to the export notification procedure. This comprises
all of the chemicals that are banned or severely restricted within the EU in at least one of
the four use subcategories defined in the PIC Regulation:
o Industrial chemicals for professional use
o Industrial chemicals for consumer use
o Pesticides used as plant protection products
o Other pesticides such as biocidal products
Part 2. These substances are subject to the additional requirement that the exporter's
Designated National Authority (DNA) receives an explicit consent from the authorities
of the importing country to show that they agree to the import.

1

Africa, Asia, Europe, Latin America and the Caribbean, Near East, North America, Southwest Pacific
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Part 3. Contains the substances that are listed in Annex III to the Rotterdam Convention.
Table 3 Substances listed in Annex I of Reg. 649/2012
Part
12 3

substance

1,2-dibromoethane (EDB)
1,3-dichloropropene
2-aminobutane
2-naphthyloxy-acetic acid
2,4,5-t + its salts and
esters
3-decen-2-one
acephate
a acetochlor
acifluorfen
alachlor
aldicarb
aldrin
ametryn
amitraz
amitrole
anthraquinone
arsenic compounds
atrazine
azinphos-ethyl
azinphos-methyl
azocyclotin
benfuracarb
bensultap
cis-1,3-dichloro-propene
Benomyl1
beta-cypermethrin
bifenthrin
binapacryl
bitertanol
butralin
cadusafos
calciferol
captafol
carbaryl
carbendazim
carbofuran
carbofuran1
a carbosulfan
cartap
chinomethionat
chlorate
chlordane
chlordimeform
chlorfenapyr

Part
12 3

substance
chlorfenvinphos
chlormephos
chlorobenzilate
chlorthal-dimethyl
chlozolinate
cholecalciferol
cinidon-ethyl
cis-1,3-dichloropropene
coumafuryl
crimidine
cyanamide
cyanazine
cybutryne
cyclanilide
cyfluthrin
cyhalothrine
cyhexatin
DDT
diazinon
dichlobenil
dicloran
dichlorvos
dicofol
dicofol containing < 78 %
p, p′-dicofol or 1 g/kg of
ddt (related compounds)
didecyldimethylammonium
chloride
dieldrin
dimethenamid
diniconazole-M
DNOC
dinobuton
dinoseb and its salts and
esters
dinoterb
diphenylamine
endosulfan
ethalfluralin
ethion
ethoxysulfuron
ethoxyquin
ethylene dichloride
ethylene oxide (oxirane)
fenarimol

Part
12 3

substance

fenbutatin oxide
fenitrothion
fenpropathrin
a fenthion
fentin acetate
fentin hydroxide
fenvalerate
ferbam
fipronil
fluoroacetamide
flupyrsulfuron-methyl
flurenol
flurprimidol
furathiocarb
guazatine
HCH (mixed isomers)
heptachlor
hexachlorobenzene
hexazinone
iminoctadine
indolylacetic acid
iprodione
isoproturon
isoxathion
lindane (γ-HCH)
linuron
malathion
maleic hydrazide, certain
salts
maneb
mercury compounds
metam
methamidophos
methamidophos (SL with >
600 g/l ai)
methidathion
methomyl
methyl bromide
methyl-parathion
methyl-parathion (EC
formulations at > 19.5% ai,
and dusts with > 1.5% ai)
metoxuron
monocrotophos
monolinuron
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Part
12 3

substance

Part
12 3

monuron
nicotine
nitrofen
nonylphenol ethoxylates
omethoate
orthosulfamuron
oxadiargyl
oxydemeton-methyl
a paraquat
parathion
pebulate
pentachlorophenol and its
salts and esters
permethrin
phosalone
phosphamidon (SL form.
containing > 1,000 g/l ai)
picoxystrobin
procymidone
propachlor

substance
propanil
propham
propisochlor
pyrazophos
quintozene
rotenone
scilliroside
simazine
strychnine
tecnazene
tepraloxydim
terbufos
thallium sulphate
thiobencarb
thiocyclam
thiodicarb
Thiram1
tolylfluanid
triasulfuron
triazophos

Part
12 3

substance
triclosan
toxaphene
tributyltin compounds
trichlorfon
tricyclazole
tridemorph
triflumuron
trifluralin
Triorganostannic
compounds
vamidothion
vinclozolin
warfarin
zineb

1

a

DP formulation with >10%
carbofuran, > 7% benomyl & >
15%. Thiram
to be adopted in 2019 April-May
Conference Of the Parties

The PIC Regulation does not apply to chemicals exported or imported for research or analysis
provided that the quantities do not exceed ten kilograms from each exporter to each importing
country per calendar year, and are unlikely to affect human health or the environment.
The PIC Regulation 649/2012 became applicable on 1 March 2014. It replaced and repealed the
previous PIC Regulation 689/2008 . Since that date, ECHA is responsible for the administrative
and technical tasks related to the new Regulation. The Agency's main task is to process and send
export notifications to the importing countries outside the EU, and keep a database of the
notifications and the explicit consents given by the importing countries.
1

For these procedures, ECHA has developed an IT-tool called ePIC, which has three separate
interfaces: one for industry, one for authorities (DNAs, Commission and ECHA) and one for
Customs Services.
The Industry interface allows users to:
o Submit export notifications;
o Submit special RIN requests; RIN = Reference Identification Number, for specific
situations where a simplified procedure is foreseen, such as exports for research or
analysis purposes, chemicals listed in Part 3 of Annex I (see Table 3), or when importing
country has waived its right to receive an export notification;
o Request a waiver;

1

Regulation (EC) No 689/ 2008 of the European Parliament and of the Council of 17 June 2008 concerning the export and import of
dangerous chemicals; OJ L 204/ 1, 31.07.2008
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o Manage mixtures and articles, prior to notification.
Industry users can update and monitor their own notifications, and communicate with the
involved DNAs through the system
The Authority interface allows DNAs to:
o Check and monitor open tasks;
o Preform and complete tasks;
o Communicate with notifiers/industry, e.g.; request supplementary information or
corrections.
The Customs interface allows customs officers to:
o carry out ad-hoc searches (based on a positive match between an RIN and an importing
country) and check whether an export is allowed at a given moment in time together with
other relevant information on the export.
ECHA also provides assistance as well as technical and scientific guidance to industry, the
designated national authorities both from the EU and from third countries and the European
Commission.
1

Guidance Documents
Regulation 1107, as a legislative framework, already provides a high level of detail on procedures,
criteria and methodologies. Nevertheless, the evaluation and decision process is highly
complicated, and far more detailed instructions are required for many elements and provisions of
the Regulation. Without detailed instructions, there is a risk of divergence in interpretation,
jeopardizing the harmonisation that the Regulation aims to achieve. Therefore, in addition to the
core text of the Regulation that can be found in its entirety in this Vademecum, the Commission
continuously generates and updates Guidance Documents, in close cooperation with the
Competent Authorities of the Member States, to ensure the highest possible level of harmonized
interpretation and implementation, within the legal boundaries set by the Regulation.
Guidance Documents are, as the name implies, only guidance documents. Their adoption follows
essentially the same process as the voting process for implementing or delegated acts ( see chapter
on Comitology), but the process is known as “noting” of a Guidance Document. Such decisions are
not scrutinized by the European Parliament or the Council, since they do not amend or modify
the existing text of the Regulation, but only present a commonly agreed interpretation and
implementation of the provisions. For that reason, every Guidance Documents starts with a
standard text explaining that the document “does not intend to produce legally binding effects.

Only the European Court of Justice has jurisdiction to give preliminary rulings concerning the
validity and interpretation of acts of the institutions of the EU pursuant to Article 267 of the Treaty.”
Nevertheless, Guidance Documents are the result of a common effort of Commission and

1

detailed information can be found in the ECHA “Guidance for implementation of Regulation (EU) No 649/ 2012 concerning the export and import of
hazardous chemicals”, http://bit.ly/ECHA_GD_PIC_Rev1_1_20150700
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Member States, with involvement of their legal services, and they may be expected to be the
strongest possible interpretation of the legal text of the Regulation.
Guidance Documents are frequently updated in order to reflect the latest insights, and to cover
upcoming new issues. Guidance documents can be found on the Commission website or
accessed directly via hyperlinks in the PDF-version of this Vademecum. Essentially, they can be
divided into two categories: Technical Guidance and Procedural Guidance. They are identified
by a code-number (usually “SANCO/number/year”) and a Revision number. The more recent
Guidance Documents contain information on the date of their implementation, to allow a smooth
adjustment to the new guidance.
1

In this Vademecum you will find three tables with information on Guidance Documents. Table 5
and Table 4 present the most actual technical and procedural Guidance documents sorted by the
structure of the dossier or the Regulation, respectively. For the sake of readability, the titles in the
table are abbreviated. Through the SANCO/nr of each GD you can find more details in Table 7,
where the Guidance Documents are listed by the year of first publication, as incorporated in the
Guidance number (not by the year of the latest revision).

Table 7 provides a detailed description of the content of the Guidance Document, with the latest
Revision number. The electronic version of the Vademecum provides hyperlinks from Table 7
to the actual documents.
In addition, you will find in the legal text of the Regulation (pages 113 and following) references
to the appropriate Guidance Documents in those articles for which further guidance is provided.

1

http:/ / bit.ly/ COM_Guidance_Docs
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Table 4
Procedural Guidance Documents, schematic overview.
⬇ Article number & title
SANCO/nr
Active substances, safeners, coformulants
Active Substances
Approval requirements &
conditions
Approval criteria efficacy 10054/ 2013 Rev.3
4.3
SANCO 2012 09
25 Rev.3
4.7 Derogation
EFSA 2017.EN-1201
6 Conditions and restrictions 5634/ 2009 Rev.6.1
6(i)
C(2017) 6766 final
Approval procedure
7 Application
10181/ 2013 Rev.4
8 Dossier
11244/ 2011 Rev.5
7109/ VI/ 94 Rev.6
7017/ VI/ 95 Rev._
10472/ 2003 Rev.5
11470/ 2012 Rev.8
ENV/ JM/ MONO(2017)6
5272/ 2009 Rev.4
list 18.10.07 Rev.16
list 05.12.07 Rev.15
11 Draft assessment report
11114/ 2012 Rev.0

Renewal and review
18 Work programme

21 Review of approval
Derogations
23 Basic substances
Plant Protection Products
Authorisation
Requirements and content
Procedure
33 Application for
(amendment of)
authorisation

12483/ 2014 Rev.3
12592/ 2012 Rev.1.2
10180/ 2013 Rev.1
11251/ 2012 Rev.5
11284/ 2012 Rev.22
11808/ 2011 Rev.0
10148/ 2014 Rev.12
10616/ 2016 Rev.9
11734/ 2016 Rev.10
2018-10048 Rev.1
10328/ 2004 Rev.8

Title (abbreviated)

Data requirements efficacy new active substances
see Working doc. identification POP, BPT & vPvB
properties
Protocol for justifying necessity insecticide
Confirmatory data guidance
Guidance monitoring & surveying pesticide impact
Preparing substance dossiers for approval and renewal
under Reg. 283/2013 and 284/ 2013
Preparation and submission of dossiers for PPPs according
to the “risk envelope approach” (also under Art.33)
GLP detailed requirements
GLP general requirements
Plant extracts
Botanicals
OECD GD on Botanicals
Assessment of Straight Chain Lepidopteran Pheromones
Dossier numbering chemicals OECD vs. EC (for CADDY)
Dossier numbering microbials OECD vs. EC (for CADDY)
Template for assessment reports regarding level 3 of volume
1
Template for the List of Endpoints
Template for Assessment Reports
Rules for revision of assessment reports
Renewal of approval of active substances under Renewal
Regulation 844/ 2012)
AIR 3 Renewal Programme
List of admissible AIR 2 renewal applications
Overview of renewal applications AIR 3
AIR 4 Renewal Programme
Overview of renewal applications AIR 4
AIR 5 Renewal Programme
Evaluation of new active substance data post approval

10069/ 2013 Rev.3 Working document, list of possible basic substances
10363/ 2012 Rev.9 Procedure for application of basic substances

13169/ 2010 Rev.9 Guidance document on zonal evaluation & mutual
recognition under Regulation 1107/2009 (see also “Mutual
Recognition procedure”)
12544/ 2014 Rev.0 Template to notify intended zonal applications under Art.
33 and 43 of Regulation 1107/2009 (also Art.43)
(see also SANCO/ 11244/ 2011 , Art. 7-8)
10055/ 2013 Rev.4 Efficacy composition of core dossier and national addenda
2016-11449 Template for Submission Demonstrating Access to a
Complete Package & Data Matching
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⬇ Article number & title
36 Examination for
authorisation

SANCO/nr Title (abbreviated)
6895/ 2009 Rev.2.2 Presentation and evaluation of PPP dossiers in the format of
a (draft) Registration Report

⬇ Article number & title
36.3

SANCO/nr Title (abbreviated)
10532/ 2013 Rev.0 Template for Notification according to Art. 36(3)
(refusal to mutually recognise)
38 Assessment of equivalence 10597/ 2003 Rev.10.1 Assessment of the equivalence of technical materials of
substances under Regulation 1107/2009
6075/ 2009 Rev.3 Finalisation of the reference specification for technical active
substances after the peer review
See also 13169/ 2010 Rev.9 under “Procedure” above
Mutual Recognition Procedure
13170/ 2010 Rev.14 Renewal, withdrawal and amendment of authorisation
Renewal, withdrawal &
under Regulation 1107/2009
amendment
43 Renewal of authorisation
See also 12544/ 2014 Rev.0 under Art.33 above
44.4 Withdrawal or amendment 12293/ 2012 Rev.1 Template for notification of a withdrawal or amendment of
of an authorisation
an authorisation
45 Amendments at request of
12638/ 2011 Rev.2 Significant and non-significant formulation changes
the authorisation holder
Special cases
50 Comparative Assessment
11507/ 2013 Rev.12 Comparative Assessment and Substitution of Plant
for ppps with CfS1
Protection Products under Regulation 1107/2009
51 Minor Uses
ENV/ JM/ MONO (OECD) Guidance Document on Regulatory Incentives for
(2011)16 the Registration of Pesticide Minor Uses
52 Parallel Trade
10524/ 2012 Rev.5.2 Parallel trade of plant protection products
Derogations
53 Emergency situations in
10087/ 2013 Rev.0 Emergency situations according to Article 53 of Regulation
plant protection
1107/2009
Data Protection and Data Sharing
59 Data Protection
12576/ 2012 Rev.1.1 Guidance document on data protection
60 List of test and study
reports
Transitional and final provisions

12580/ 2012 Rev.4 Preparing lists of test and study reports according to Article
60 of Regulation 1107/2009

the Guidance documents below do not reflect on Art. 80, but to procedures under Directive 91/ 414, which continue to be be
valid under transitional measures, for certain issues. They are still valid, but will eventually become obsolete.
80

1

CfS = Candidates for Substitution

10796/ 2003 Rev.12.2 Procedures relating to the authorisation of PPPs following
Annex I inclusion of an existing active substance
6896/ 2009 Rev.1 Process for intra & inter-zonal work-sharing to facilitate the
(re-)authorisation of PPPs following Annex I inclusion
11509/ 2013 Rev.5.2 Interpretation transitional measures for data requirements
10387/ 2010 Rev.8 Renewal of Annex I included active to be assessed under
Renewal Regulation 1141/ 2010
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Table 5
Technical Guidance Documents, schematic overview
Title (abbreviated)
SANCO/nr
Physical & Chemical Properties
Data Requirements for certain specific substances and products
SANCO/ 10473/ 2003 Rev.4
(non-) significant changes in composition of formulations
SANCO/ 12638/ 2011 Rev.2
Finalisation of refence specification after peer review
SANCO/ 6075/ 2009 Rev.3
Equivalence of Technical Materials
SANCO/ 10597/ 2003 Rev.10.1
EFSA guidance on recurring phys/chem & analytical issues
EFSA 2017; EN-1221
Analytical Methods
Analytical Methods for technical material and formulations
SANCO/ 3030/ 99 Rev.5
OECD Guidance on pesticide residue analytical methods
ENV/ JM/ MONO(2007)17

date
06.07.2004
20.11.2012
00.07.2009
13.07.2012
08.05.2017
22.03.2019
01.02.2013

Toxicology and Exposure
Acute Reference Dose (ARfD) setting
EFSA Guidance on Benchmark Dose Approach
Setting of AOELs (formerly doc.7531/VI/95)
Dermal Absorption
EFSA Guidance on Dermal Absorption
Exposure Assessment for operators, workers, residents & bystanders
Toxicological relevance of metabolites for dietary risk assessment
EFSA GD consumer intake model PRIMo version 3.0
EFSA PRIMo version 3.1 Update
EFSA Guidance on endocrine disruptor identification
OECD Guidance Endocrine Testing Methods
See also: EFSA Literature review neurotoxicity testing methods
Guidance on negligible exposure assessment
See also: EFSA Techn. Report recurring issues mammalian toxicology
See also: EFSA Statement genotoxicity assessment of mixtures
See also: EFSA PPR Scientific Opinon on genotoxicity assessment
See also: EFSA Report on use of QSAR & read across for genotox
See also: OECD GIVIMP (Good in vitro Method Practices)
Residues
Pesticide Residue Analytical Methods
Establishment of the residue definition for dietary risk assessment
Toxicological relevance of metabolites for dietary risk assessment
Residue analysis and MRL setting for honey
Analytical quality control & method validation for residues analysis
Environmental Fate & Behaviour
Persistence in Soil (note: to be superseded by EFSA 2017; 4982 )
See also: EFSA OECD 106 evaluators checklist
Relevant Metabolites in groundwater
Environmental Fate Assessment in Rice
Working Document identification POP, BPT and vPvB properties
Evaluation of Lab and Field Dissipation Studies for DT50-setting
GD on Estimating Persistence and Degradation Kinetics
see EFSA Scientific Opinion on UK Guidance aged sorption studies
Soil Persistence Models, FOCUS Group
EFSA GD on PEC soil setting
Emissions from Protected Crops
Ecotoxicology
Birds and Mammals
EFSA Guidance on Risk Assessment Birds and Mammals
Joint Working Group report on GD Birds and Mammals
Zonal (North) Guidance on risk assessment Birds and Mammals
Terrestrial Ecotoxicology
see also EFSA Scientific Opinion state of science in-soil org. RA

7199/ VI/ 99 Rev.5
EFSA 2017, 15(1), 4658
SANCO/ 7531 Rev.10
SANTE/ 2018/ 10591 Rev.1
EFSA 2017; 15(6): 4873
SANTE-10832-2015 Rev.1.7
EFSA 2012; 10(07): 2799
EFSA 2018 16(1); 5147
EFSA 2019, EN 1605
EFSA 2018, 16(6): 5311
OECD 150; updated
EFSA 2018; EN-1410
SANCO-2014-12096
EFSA 2018; EN-1485
EFSA 2019; 5519
EFSA 2017; 5113
EFSA 2019; EN-1598
ENV/ JM/ MONO/ (2018)19

05.07.2001
24.01.2017
07.07.2006
24.10.2018
30.06.2017
24.01.2017
02.08.2012
15.01.2018
29.03.2019
07.06.2018
18.02.2019
27.04.2018
00.05.2015
04.09.2018
16.01.2019
18.12.2017
21.03.2019
02.08.2018

SANCO/ 825/ 00 Rev.8.1
EFSA 2016; 14(12): 4549
EFSA 2012; 10(07): 2799
SANTE/ 11956/ 2016 Rev.9
SANCO/ 11945/ 2015 Rev.0

16.11.2010
22.12.2016
02.08.2012
14.09.2018
01.12.2015

9188/ VI/ 97 Rev.8
EFSA 2017; EN-1326
SANCO/ 221/ 2000 Rev.10
SANCO/ 1090/ 2000 Rev.1
SANCO 2012 09 25 Rev.3
SANCO/ 12117/ 2014 Rev.final
SANCO/ 10058/ 2005 Rev.2.0
EFSA 2018; 5382
7617/ VI/ 96
EFSA 2017; 15(10): 4982
SANCO/ 12184/ 2014 Rev.5.1

12.02.2000
20.11.2017
25.02.2003
00.06.2003
25.09.2012
12.12.2014
00.06.2006
27.08.2018
29.02.1997
19.10.2017
14.07.2015

SANCO/ 2000/ 4145 Rev.final
EFSA 2009; 7(12):1438
SANCO/ 10997/ 2009
ZonalNorth 2014.01.24 Rev.1.1
SANCO/ 10329/ 2002 Rev.2
EFSA 10.2903/ j.efsa.2017.4690

25.09.2002
17.12.2009
00.07.2009
24.01.2014
17.10.2002
22.02.2017
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Title (abbreviated)
SANCO/nr
date
Tiered risk assessment for Aquatic Organisms in surface water
SANCO/ 00080/ 2015 Rev_ 15.01.2015
EFSA Guidance on endocrine disruptor identification
EFSA 2018, 16(6): 5311 07.06.2018
see also EFSA Scientific Opinion TKTD effect models aquatic org.
EFSA 10.2903/ j.efsa.2018.5377 23.08.2018
EFSA Technical Guidance on Risk Assessment Bees
EFSA 2013; 11(7):3295 04.07.2013
see also EFSA report on residue data pollen & nectar
EFSA 2017; EN-1303 20.10.2017
General Scientific Guidance
EFSA Guidance on Biological Relevance
EFSA 2017; 15(8): 4970 03.08.2017
EFSA Guidance on Weight of Evidence Approach
EFSA 2017; 15(8): 4971 03.08.2017
EFSA Guidance on Uncertainty Analysis
EFSA 2018; 16(1): 5123 23.01.2018

Table 6
Residues Guidance Documents, schematic overview.
Title (abbreviated)
SANCO/nr
Procedural Guidance
GD on MRL setting under Art.6-11 of Reg.396 and Art.8 of 1107
SANTE/2015/10595 Rev.4
EFSA Guidance on reporting data on pesticide residues
EFSA 2015; 13(7):4195
EFSA manage MRL application in context of substance approval
EFSA 2015, Sept.
WD on evaluation of data submitted to confirm MRLs
SANTE/E4/VW 10235/2016 Rev.2
GD on criteria for inclusion of substances in Annex IV of Reg. 396
SANCO/11188/2013 Rev.2
Templates & Forms
MRL application form
SANCO/4044/2008 Rev.10.2
RAR/DAR addendum template for MRL application in context of substance approval
2015
Template MRL evaluation Report (Art.8, Reg 396/2005), new data requirements
2015
Template MRL evaluation Report (Art.8, Reg 396/2005), old data requirements
2015
Technical Guidance
Establishment of the residue definition for dietary risk assessment
EFSA 2016; 14(12): 4549
Residue analysis and MRL setting for honey
SANTE/ 11956/ 2016 Rev.9
WD on summing up of LOQs for complex residue definitions
SANCO/12574/2014 Rev.5.1
Guidelines for the generation of data concerning residues (…)
1607/VI/97 Rev.2
+ Annexes A-J
Analytical Methods
Guidance for generating and reporting analytical methods
SANCO/3029/99 Rev.4
Analytical Methods for technical material and formulations
SANCO/ 3030/ 99 Rev.5
Pesticide Residue Analytical Methods
SANCO/ 825/ 00 Rev.8.1
OECD Guidance on Pesticide Residue Analytical Methods
ENV/ JM/ MONO(2007)17
Superseded by SANTE/11945/2015 Rev.0 d.d. 01.12.2015
SANCO/12571/2013 Rev.0
GD on analytical quality control and method validation procedures
SANTE/11945/2015 Rev.0
Enforcement
Working Doc. on pesticides to be considered for control programmes
9188/ VI/ 97 Rev.8

date
23.09.2016
13.07.2015
00.09.2015
17.06.2016
14.09.2015
16.06.2016
00.00.2015
00.00.2015
00.00.2015
22.12.2016
14.09.2018
01.12.2015
10.06.1999

11.07.2000
22.03.2019
16.11.2010
01.02.2013
19.11.2013
01.12.2015
12.02.2000
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Table 7
Guidance Documents listed by year/number
Guideline with regard to the applicability of GLP to data requirements
according to Annexes II, Part A, And III, Part A, of Directive 91/414
7109/VI/94
Rev. 6.c1 of 14.07.1995

1994
7109/VI

This document gives guidance to the Member States in their requirements to applicants
performing studies required under Directive 91/ 414/ EEC.

“Good Laboratory Practice”

1995
7017/VI

7017/VI/95
of 14.06.1996

This Guidance was considered necessary in addition to the above Guidance document
7109/ VI/ 1994 Rev.6. in order to clarify the acceptability of old studies which are not
performed under GLP. This document therefore intends to give guidance to Member States
and applicants concerning the acceptability of studies and data submitted in accordance
with the requirements of Annexes II and III of Directive 91/ 414/ EEC in relation to the
application of the principles of GLP.

Guidance for the setting of AOELs

1995
7531/VI

SANCO/7531
(formerly 7531/VI/95)
Rev.10 of 07.07.2006

This guidance document is elaborated in co-operation between the Member States and
EFSA. It is based largely on the documents "Recommended method for the establishment
of acceptable operator exposure levels (AOELs)" (M. Maroni et al.) and "Criteria to establish
health-based occupational exposure limits for pesticides" which are result of a research
project sponsored by the European Commission to develop a harmonised procedure to set
AOELs within the European Union (see EU Project Group, 2000).

Soil persistence models and EU registration

1996
7617/VI

7617/VI/96
29.02.1997

This document recommends a stepped approach for estimating pesticide concentrations in
soil.
Initially estimates should be made with simple models. But if these simple estimates are
insufficient to demonstrate safety then more detailed simulation models should be used,
and/ or result from field studies if available. This document is frequently refenced in GD
9188/ VI/ 97 rev.8.

Guidelines for the generation of data concerning residues
as provided in Annex II, part A, section 6 & Annex III, part A, section 8 of Directive 91/414

1997
1607/VI

1607/VI/97
Rev.2 of 10.06.1999
7028/ VI/ 95 rev.3
7029/ VI/ 95 rev.5

This Guidance was developed under Directive 91/ 414. This main document is only a
reference to the10 Appendices (originally 9), with most recent revision dates ranging from
1997 until 2016. The Annexes are all listed under this heading. Several Appendices are
outdated and replaced by newer Guidelines (2015)

Appendix A Metabolism and distribution in plants
Appendix B General recommendations for the design, preparation and realisation
of residue trials2
7524/ VI/ 95 rev.2
Appendix C Testing of plant protection products in rotational crops
7525/ VI/ 95 rev.10.3 Appendix D Comparability, extrapolation, group tolerances and data requirements
for setting MRLs
7035/ VI/ 95 rev.5
Appendix E Processing Studies1
7030/ VI/ 95 rev.3
Appendix F Metabolism and distribution in domestic animals1
7031/ VI/ 95 rev.4
Appendix G Livestock feeding studies

22.07.1997
22.07.1997
22.07.1997
13.06.2017
22.07.1997
22.07.1997
22.07.1996
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7032/ VI/ 95 rev.5
7039/ VI/ 95

Appendix H Storage stability of residue samples
Appendix I Calculation of maximum residue levels and safety intervals e.g. Preharvest intervals2
Appendix J Working document on the nature of pesticide residues in fish.

22.07.1997
22.07.1997

SANCO/ 11187/ 201
31.01.2013
3 rev.3
1
see also: Estimation of animal intakes and HR, STMR and MRL calculations for products of animal origin; unnumbered
EFSA Document 2015
2
see also: Residue trials and MRL calculations, Proposals for a harmonised approach for the selection of the trials and data
used for the estimation of MRL, STMR and HR; unnumbered EFSA Document 2015

Guidance document on persistence in soil

1997
9188/VI

9188/VI/97
Rev.8 of 12.02.2000
note: to be superseded by
EFSA 2017; 4982

This document provides guidance to regulatory authorities in Member States and to
Notifiers on the use of the environmental fate and behaviour (persistence in soil) sections of
Annexes II, III and VI to Directive 91/ 414, allowing flexibility in decision making where
necessary. This document was meant as a bridge to the assessment of the ecotoxicological
effects in the terrestric and aquatic ecosystems (Draft Guidance Document on Aquatic
Ecotoxicology, Document 8075/ VI/ 97 and Draft Guidance Document on Terrestrial
Ecotoxicology, Document 2021/ VI/ 98). Those documents are now superseded by new
Guidance (SANCO/ 10329/ 2002 and SANCO/ 2015/ 00080)

Guidance document on generating and reporting methods of analysis in
support of pre-registration data requirements
SANCO/3029/99
Rev.4 of 11.07.2000

Applicable for dossiers
submitted as of 01.10.2019

3029

This document provides guidance to applicants on the pre- registration requirements for
residue analytical methods for submissions under Directive 91/ 414/ EEC (methodology for
post- registration monitoring and control is covered by Guidance SANCO/ 825/ 00). The
requirements outlined in this guidance paper are applicable to a core data set for each
method. It is recognised that there will be overlap between pre- and post-registration
requirements for methods supporting both and requirements have been harmonised where
possible.

Guidance document for generating and reporting analytical methods
for technical material and formulations in support of pre- and postregistration data requirements.
SANCO/3030/99
Rev.5 of 22.03.2019

1999

1999
3030

Guidance for providing analytical methods for the identification and quantification of the
active substance in the technical material and formulated product.
This document covers requirements for supporting all submissions for authorisation and,
for formulated products only, for post-registration control and monitoring purposes. Some
of the requirements such as ‘minimum cost’ and ‘commonly available’ equipment do not
apply to methods supporting pre- registration studies. For the analysis of preparations,
where authorisation and post-registration requirements differ, this is clearly stated.
Rev.5 is major overhaul, integrating the new data requirements of Re. 283/ 2013 and
284/ 2013, as well as improved common understanding of required validation data.
See also: EFSA guidance on recurring phys/ chem & analytical issues, 2017; EN-1221

Guidance document for the setting of an Acute Reference Dose (ARfD)

1999
7199/VI

7199/VI/99
Rev.5 of 05.07.2001

This document is intended for setting of an acute reference dose for the approval of active
substances. The guidance is also intended to be useful to the applicants for the submission
of scientifically reasoned proposals for acute reference dose levels on the basis of all relevant
toxicological information. The use of an ARfD, however, is part of the risk assessment and
decision-making process for the registration of Plant Protection Products at Member State
level and is therefore not covered in the scope of this document.
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Guidance document on the assessment of the relevance of
metabolites in groundwater
SANCO/221/2000
Rev.10 of 25.02.2003

49

2000
221

This document, on the assessment of the relevance of metabolites in groundwater,
provides guidance for notifiers and Member States in the context of the review of active
substances.
See also: EFSA guidance on recurring phys/ chem & analytical issues, 2017; EN-1221

Guidance document on Dermal Absorption

2000
222

SANCO/222/2000
Rev.7 of 19.03.2004
superseded by
SANTE/ 2018/ 10591 rev.1

This document intends to provide guidance to notifiers and Member States on the setting
of dermal absorption values to be used in risk assessment for users of plant protection
products. This Guidance should be seen in conjunction with the EFSA Guidance on Dermal
Absorption 2012 (EFSA 2012;10(04):2265) and

Guidance document on pesticide residue analytical methods

2000
825

SANCO/825/00
Rev.8.1 of 16.11.2010

This document was thoroughly revised in 2010. It is used by the EU evaluation program
for active substances, for setting maximum residue levels in the context of Regulation (EC)
No 396/ 2005 and for zonal authorisations for plant protection products.
The main changes in this revision concern analytical techniques considered commonly
available (adapted to current technical knowledge), calibration requirements, requirements
for confirmatory methods and commercial availability of analytical standards. It is
complementary to the documents
(e) Method Validation and Quality Control Procedures for Pesticide Residues Analysis in
Food and Feed (SANCO/ 10684/ 2009), and
(f) OECD document “Guidance Document on pesticide residue analytical methods”,
2007. (ENV/ JM/ ENV/ JM/ MONO(2007)17).

Guidance document on Efate assessment for substances used on rice

2000
1090

SANCO/1090/2000
Rev.1 of 00.06.2003

This document identifies specific data requirements and specifies criteria for
environmental risk assessment and decision-making which specifically address the use of
plant protection products in rice cultivation .

Guidance document on Risk Assessment for Birds and Mammals

2000
4145

SANCO/2000/4145
Rev.final of 25.09.2002

This document provides guidance to notifiers and Member States on how to conduct a risk
assessment for birds and mammals in the context of the review for approval of an active
substance.
Although the risk assessment for birds and mammals is an integral part of ecotoxicology this
guidance is developed as a separate document due to certain constraints. It should be noted
that relevant sections in the Guidance Document on Terrestrial Ecotoxicology
(SANCO/ 10329/ 2002) remain effective. It is (was?) envisaged to merge this document with
SANCO/ 10329/ 2002 in the long run.

Guidance document on Terrestrial Ecotoxicology

2002
10329
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SANCO/10329/2002
Rev.2 of 17.10.2002

This document provides guidance to Rapporteurs, peer reviewing Member States,
Notifiers and Applicants on the use and interpretation of the terrestrial ecotoxicology
sections of the former Annexes II and III (of Directive 91/ 414) and to lay down agreed
procedures and criteria for decision making.
see also: EFSA Scientiﬁ c Opinion on the state of the science on risk assessment of plant
protection products for in-soil organisms, 10.2903/ j.efsa.2017.4690

Guidance document on data requirements for plant extracts

2003
10472

SANCO/10472/2003
Rev.5 of 06.07.2004

This document proposes on a weight of evidence basis a tiered approach to the data
requirements for active substances of plant protection products made from plants or plant
extracts. It is not noted by the Standing Committee. This Guidance is now superseded by
the Botanicals Guidance, SANCO/ 11470/ 2012 Rev.8

Guidance document on data requirements for certain specific substances and
products
SANCO/10473/2003
Rev.4 of 06.07.2004

This amended guidance
document
should
be
implemented as from 13
July 2012

10473

The aim of this document is to propose on a weight of evidence basis a tiered approach to
the data requirements for specific active substances and plant protection products containg
such active substances.

Guidance document on the assessment of equivalence of technical
materials of substances regulated under Regulation 1107/2009
SANCO/10597/2003
Rev.10.1 of 13.07.2012

2003

2003
10597

This guidance document is intended to establish a harmonised procedure for assessing the
equivalence between different sources of technical material according to Article 38 of the
Regulation. Changes concerning the source of the technical material after the
authorisation of a PPP are dealt with by Article 45(2). The assessment of the change (e.g.
new source, amended specification, manufacturing process, or manufacturing location) has
to be conducted according to the procedure in Article 38 and this guidance document.
By the comparison of the specification(s) for the reference source(s) with the corresponding
specifications for new sources or changes to those already assessed, equivalence of technical
materials regarding their hazard potential can be considered or data gaps can be identified
where further toxicological and ecotoxicological testing is needed.
See also: EFSA guidance on recurring phys/ chem & analytical issues, 2017; EN-1221

Guidance document on the procedures relating to the authorisation of PPPs
following inclusion of an existing active substance in Annex I of Council
Directive 91/414/EEC
Sanco/10796/2003
Rev.12.2 of 15.07.2011
The current version of this
guidance document should
be implemented as from
15th July 2011

2003
10796

This document provides guidance to the Competent Authorities of the Member States on
the authorisation of PPPs post- Annex I inclusion, and has been developed primarily with
respect to products containing existing active substances. The aims are:
- to establish a harmonised approach in this area to avoid unnecessary duplication of
effort
-

to improve co-operation between the Competent Authorities of the MSs such that the
limited resources of the Member States are used in a more efficient way, and

-

to improve consistency in decision making between MSs.

Guidance document on the evaluation of new active substance data post
approval

2004
10328
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SANCO/10328/2004
Rev.8 of 24.01.2012
This document was finalised
on 15.7.2005 and amended
on 24.01.2012.
To be implemented as from
24.01.2012

This guidance document aims to give a systematic overview on the different reasons for
submissions of further active substance data after approval and the handling of such data
with respect to (a) authorisation of PPPs (Regulation 1107/ 2009, Art. 29) and (b) potential
consequences for the approval of an active substance such as an amendment of the list of
end- points or a review of the approval of the respective active substance according to Art.
21.
For data submitted in the framework of (a) confirmatory data (GD SANCO/ 5634/ 2009),
(b) technical specification (GD SANCO/ 6075/ 2009) and (c) equivalence assessment (GD
SANCO/ 10597/ 2003) reference is also made to the respective Guidance Documents.

Guidance Document estimating Persistence & Degradation Kinetics
from Efate studies
SANCO/10058/2005
Rev2.0 of 00.06.2006

2005
10058

This document proposes approaches for calculating degradation kinetics for parent and
metabolites for laboratory soil and water studies, field studies, and water- sediment studies.
For parent and metabolites, this includes DT50 and DT90 values for triggering additional
studies and degradation rates for use in models for estimating environmental exposure. For
metabolites, an additional endpoint is the rate of formation. The same endpoints are
addressed for water-sediment studies, but these endpoints are calculated for the overall
system as well as the water column and sediment separately so that the degradation
parameters required in the FOCUS surface water scenarios can be obtained.

CADDY Comparison lists (EC vs. OECD)
No number
Rev.16 of 18.10.2007

51

2007

Chem ica l s ubs t a n ces
This table provides an overview of the coding of dossier elements (data points), matching
the OECD numbering against the EC dossier numbering.
Available from http:/ / bit.ly/ COM_Guidance_Docs| Procedural Guidance | Dossier and
Draft Assessment Report | Comparison list A (chemicals)

No number
Rev.15 of 05.12.2007

M i cr obia ls
This table provides an overview of the coding of dossier elements (data points), matching
the OECD numbering against the EC dossier numbering.
Available from (see above) | Comparison list B (microbials)

OECD Guidance document on pesticide residue analytical methods

2007
17

ENV/JM/MONO(2007)1
7 of 01.02.2013

This document is complementary to the Guidance Document on pesticide residue analytical
methods, SANCO/ 825/ 00.

2008

MRL Application form

4044
SANCO/4044/2008
Rev.10.2 of 16.06.2016
Word version available
Applicable

This application form can be used for the following purposes:
Set new or amend existing specific maximum residue level(s);
Set import tolerance(s) (new active substance, or amend existing EU MRLs);
not mentioned in Annex II/ III/ IV of Regulation (EC) No 396/ 2005);
Delete maximum residue level(s);
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NOTE: some Member
States require the use of an
adapted national version of
this form.

Include an active substance in Annex IV;
Amend existing residue definition;
Include active substance/ product combinations into Annex VII as referred to
in Article 18 (3) of Regulation (EC) No 396/ 2005;
Evaluate confirmatory data following review according to Article 12 of
Regulation (EC) No 396/ 2005 (See also Working Document SANTE/ E/ VW
10235/ 2016).

EFSA Guidance on Risk Assessment for Birds and Mammals

2009
1438

EFSA 2009 1438
of 17.12.2009

This Guidance Document was drafted by EFSA. It addresses approaches to risk assessment
for birds and mammals. In both cases, a tiered approach is used to assess the risk of mortality
and reproductive effects.

NOTE: not noted by PAFF
Committee

Joint Working Group Report SANCO/ 10997/ 2009 describes how this GD will be
managed.
NOTE: this Guidance Document is under revision. A public consultation on this version
was initiated on 06.11.2017. Deadline for a revised GD is 31.07.2019.

Guidance document on the assessment of new substances falling into the
group of Straight Chain Lepidopteran Pheromones (SCLPs)
SANCO/5272/2009
Rev.4 of 01.02.2013

2009
5272

This document intends to establish an harmonised simplified procedure for assessing new
substances falling into the group of straight chain lepidopteran pheromones (SCLPs).
Not e: This guidance refers also to the OECD Guidance for Registration Requirements for
Pheromones and Other Semiochemicals Used for Arthropod Pest Control
Not e: se also the new GD SANTE/ 12815/ 2014 rev. 5.2, dated May 2016.

Guidance document on the procedures for submission and assessment of
confirmatory information following approval of an active substance in
accordance with Regulation 1107
SANCO/5634/2009 Rev.
6.1 of 12.2013
This amended version to be
implemented as from 1
March 2014

2009
5634

An approval may be subject to a request for submission of further confirmatory information,
where new requirements are established during the evaluation process or as a result of new
scientific and technical knowledge (Article 6(f)). In exceptional cases an active substance may
be approved with a request for the submission of information where (a) the data requirements
have been amended or refined after the submission of the dossier; or (b) the information is considered to be
confirmatory in nature, as required to increase confidence in the decision (Annex II, point 2.2).
Such request for confirmatory information is specified in the approval decision, with a time
limit (usually 2 years after EiF of the approval Regulation) to submit the information to the
Member States, the Commission and the Authority. This guidance document describes the
procedures for submission and assessment of this confirmatory information.

Guidance document on the finalisation of the reference specification
for technical active substances after the peer review
SANCO/6075/2009
Rev.3 of 07.2009

2009
6075

The specification of the technical material used in PPPs is the basis of the assessment under
the Regulation. Therefore, those specifications should be harmonised before the substance
is approved. This is not always the case, which can cause problems during the later
assessment of different sources of technical material. This document provides guidance
for such issues.
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2009
6895

SANCO/6895/2009
Rev 2.2 of 26.01.2018

This guideline describes in detail the structure and content of the draft Registration Report
(dRR), a format for applicant submissions for plant protection products. It also describes
how MSs should evaluate these submissions.

Applications
submitted
from 02.10.2010 should be
submitted in dRR format.

The dRR Guidance comes with a series of templates. The most recent update is the
template for Part B6 (Mammalian Toxicology), in Nov. 2016, adapting it to the EFSA
Guidance on the assessment of exposure of operators, workers, residents and bystanders of
2014. The templates can be downloaded individually from the 1107 Vademecum repository,
or as part of a package from the SANTE website. There is also a series of templates available
with macros, which can facilitate the production of dRRs, if installed properly. These can
also be downloaded from the SANTE website, or from the 1107 Vademecum repository.

Updated part B6: applicable
from 01.01.2017
This Rev.2.2 applicable
from 01.07.2018

Previously, the same presentation requirements were used as prescribed by Working
document 1663/ VI/ 94 “Guidelines and criteria for the preparation and presentation of
complete dossiers and of summary dossiers for the inclusion of active substances in annex I
of Directive 91/ 414 (Article 5.3 and 8.2)”, which was modified by the introduction of the
OECD formatting system by the document Sanco/ 10518/ 2005 (Guideline on the
preparation and presentation of complete dossier for the Annex I inclusion of active
substances (Article 5.3 and 8.2)). Those guidelines were developed for annex I inclusions.
This new guidance was specifically developed for national applications for PPPs.
Guidance document Sanco/ 10796/ 2003 described a ‘skeleton’ format for the evaluation of
product applications by the MS. This new guidance document develops the structure of that
registration report further.

Guidance Document on intra & inter-zonal work-sharing to facilitate the (re-)
authorisation of PPPs following inclusion of an active substance in annex I of
Directive 91/414/EEC
SANCO/6896/2009
Rev 1 of 2.10.2009
The procedures should be
applied from 2 October
2009

The procedures should be
applied from 2 October
2009

6896

This document proposes a procedure for the submission and assessment of applications for
registration and re-registration following Annex I inclusion of an active substance under
Directive 91/ 414. This procedure is compatible with the proposed new format for the
Registration Report, and complements existing informal work-sharing arrangements
The work-sharing provisions in this document are now replaced by the zonal authorisation
process under the Regulation 1107/ 2009. New product applications ongoing at the time of
application of the new Regulation, as well as re- registration applications for all existing
products will fall outside the new Regulation, and should be assessed using the procedures
in this document. See Article 80.5 of the Regulation for details of transitional arrangements.

Report from the Joint Working Group on the Guidance Document on
Risk Assessment for Birds & Mammals
SANCO/10997/2009
of 00.07.2009

2009

2009
10997

A Joint Working Group was asked to consider the scientific opinion and determine a way
forward to develop the Guidance Document by deciding on different risk assessment options
given in the Opinion. This report sets out the main decisions made by the Joint Working
Group.

2010
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Guidance Document on the renewal of active substances included in Annex I of
Directive 91/414 to be assessed in compliance with Regulation 1141/2010 (the
Renewal Regulation)
SANCO/10387/2010
Rev. 8 of 28.10.2010

This document provides guidance for the handling of the second set of substances (AIR2,
see Table 6) requiring a renewal assessment, since their renewal application will be made
under Directive 91/ 414, but the criteria in Regulation 1107/ 2009 will apply to decisions to
be taken on the substances. It includes certain elements to supplement the renewal
regulation, and also to provide further details on the procedures to be followed.
This guidance document should be read in conjunction with the Renewal Regulation
1141/ 2010, Directive 91/ 414 and Regulation (EC) 1107/ 2009.

Guidance document on zonal evaluation & mutual recognition under
Regulation 1107/2009
SANCO/13169/2010
Rev. 9 of 11.07.2014
Applies for applications
made or due to be made,
after 14 June 2011. The
document
also
covers
transitional measures.

10387

2010
13169

This guidance document was developed to elaborate the procedures contained in
Regulation 1107/ 2009 for zonal evaluation (Art. 33–39) and mutual recognition (Art. 4042). The Regulation provides for a system of mutual recognition, built on the assumption
that the assessment done by one Member State shall not be repeated by other MSs when
recognising an authorisation, except for clearly defined circumstances.
The Regulation provides for a general system of zonal evaluation. This document sets out
procedures for zonal evaluation in more detail.

Guidance document on renewal, withdrawal and amendment of authorisation
under Regulation 1107/2009

2010
13170

SANCO/2010/13170
Rev. 14 of 07.10.2016

This guidance document was developed to elaborate the procedures for renewal,
withdrawal and amendment of authorisations as covered by Article 43 of Regulation
1107/ 2009.

Renewals of authorisations
based on active substances
that are renewed under
Reg. 1107

It starts from the basic principle that products that will be renewed under the Regulation
have already been authorised in accordance with the Directive 91/ 414, and therefore
comply with the data requirements and Uniform Principles of that Directive.
Revision 14, noted in Oct. 2016 provides more clarity on the interpretation and
implementation of Art. 43.6, the extension or renewal of authorisations in function of the
generation of further data, and the timelines for presenting draft Registration Reports. More
detailed information is provided on the handling of pending appications during the renewal
period, data matching studies, the justification of missing data, and the admissibility of GAP
changes during renewal.

OECD Guidance Document on Regulatory Incentives for the Registration of
Pesticide Minor Uses
ENV/JM/MONO
(2011)16

2011
16

This OECD Guidance document is based on a survey conducted in 2009, and the responses
from 16 OECD countries and CropLife Internation.
The Guidance presents results from that survey, explaining the rationale behind different
regulatory incentives:
Economic (or increased “value”) for registrants: Data protection, Expedited
reviews, Fee reductions or waivers;
Technical arrangements based on sound science: Extrapolation and mutually
accepted data, Number of trials;
Authorisation process arrangements: Third party registrations, Temporary
approvals (off-label & emergency schemes);
Research: Data generation assisted schemes;
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Promotion of safer alternatives: Reduced risk incentives;
Liability: Liability waivers/ disclaimers

Guidance document on the preparation and submission of dossiers for plant
protection products according to the “risk envelope approach”
SANCO/11244/2011
Rev. 5 of 14.03.2011
To be implemented as from
5 May 2011.

2011
11244

The re-registration and new authorisation procedure to plant protection products creates a
high workload in MSs, in particular where older authorisations were not granted according
to the Uniform Principles and for PPPs with multiple crops and GAPs. Hence, the “risk
envelope approach” was developed to control the workload, yet being adequate for product
authorisations under Regulation 1107. Risk assessment and -management and decisionmaking on applications for product authorisation need to be comprehensive and
transparent.
This working document describes the procedure and the rationale to be followed by
applicants for the preparation and submission of dossiers according to the “risk envelope
approach”

List of admissible applications for Air 2 renewal, as referred to in Article 6 of
Reg. 1141/2010
SANCO/11808/2011
of 15.07.2011

Applies to applications
submitted from 01.03.2013
onwards.

11808

This list is published by the Commission in accordance with Article 6 of Regulation
1141/ 2010. It presents all applicants (with admissible applications) for renewal of AIR 2
substances. For AIR1 a similar list was published as a Commission Decision 2008/ 656/ EC.

Guidance document on significant and non-significant changes of the
chemical composition of authorised PPPs under Regulation 1107/2009
SANCO/12638/2011
Rev. 2 of 20.11.2012

2011

2011
12638

The key objective of this guideline is to harmonise the approach to significant and nonsignificant changes of the chemical composition of plant protection products in the EU, and
to provide information on a process and timeframe for such a procedure.
This guidance document was developed to elaborate the possibilities and procedures
according to Regulation 1107/ 2009. However, the guidance document can also be used for
assessments that still have to be conducted according to Directive 91/ 414.
See also: EFSA guidance on recurring phys/ chem & analytical issues, 2017; EN-1221

EFSA Guidance on Dermal Absorption

2012
2665

EFSA 2012; 10(4): 2665
of 25.04.2012

This EFSA guidance, now superseded by EFSA Guidance 2017;15(6):4873, was based on
the Opinion on the science behind the revision of the guidance document on dermal absorption (EFSA,
2011).
This Guidance was revised in 2017 and superseded by EFSA Guidance 2017;15(6):4873

EFSA Scientific Opinion on Toxicological Relevance of Pesticide
Metabolites for Dietary Risk Assessment
EFSA 2012; 10(07): 2799
of 02.08.2012

2012
2799

This scientific opinion describes a strategy developed by the PPR Panel, to estimate the
dietary exposure to pesticide metabolites. The report considers several exposure scenarios,
covering various possibilities of metabolite ratio extrapolation and the extent of uses.
This Opinion was the basis for the EFSA Guidance on the establishment of the residue
definition for dietary risk assessment (4549, 2016)

2012
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Working document on evidence needed to identify POP, PBT and vPvB
properties for ppp’s
SANCO 2012 09 25
Rev. 3 of 20.11.2012

The document was used for establishing the initial list of Candidates for Substitution (CfS),
and can be used for the assessment of new or existing active substances when they are
evaluated for approval or renewal.

Working Document on the procedure for application of basic substances to be
approved in compliance with Article 23 of Regulation 1107/2009
SANCO/10363/2012
Rev.9 of 21.03.2014

09 -25

2012
10363

This document aims to provide guidance for the submission of applications concerning
active substances which could be approved as "basic substances" according to provisions
laid down by Regulation 1107/ 2009. It aims to clarify the procedural steps for approval.

applicable

Guidance document concerning the parallel trade of plant protection products

2012
10524

SANCO/10524/2012
Rev.5.2 of 14.07.2015
To be implemented as of
14.07.2015

Article 28.2(e) of the Regulation states that PPPs for which a parallel trade permit has been
issued are exempted from an authorisation. Therefore, the Regulation makes a clear
distinction between applications for parallel trade permit and applications for authorisation
of plant protection products. The requirements as well as the procedure for granting parallel
trade permits are described in Article 52 of the Regulation.
This guidance document is intended to facilitate the implementation of Article 52 of the
Regulation in a harmonised and consistent way by MS competent authorities. This new
revision, replacing previous noted Rev.4, incorporates recent caselaw.

Template to be used for assessment reports regarding level 3 of volume 1

2012
11114

SANCO/11114/2012
Rev. 0 of 01.06.2012
For substances applied for
approval after 1.6.2012, and
substances covered by
Regulation 1141/ 2010.

This template is intended to align the current structure of Level 3 with the assessment that
the Rapporteur Member State has to carry out against the approval criteria as set out in
Regulation 1107/ 2009. This template also identifies amongst other things data gaps, risk
management measures, critical areas of concern and the overall proposal on approval for
which a number of items corresponds to the issues dealt with in a "Conclusion on the peer
review of the pesticide risk assessment of an active substance" as prepared by the European
Food Safety Authority (EFSA).

Guidance Document on the renewal of approval of active substances to be
assessed in compliance with Regulation 844/2012 (the Renewal Regulation)
SANCO/2012/11251
Rev. 5 of 22.03.2019
Applicable to all applications under Regulation
844/ 2012
made
after
01.04.2019

2012
11251

The renewal programme will be based on the provisions of Regulation 1107/ 2009. The
approval criteria in Regulation 1107/ 2009 will apply to decisions to be taken on these
substances. It is preferred to include certain elements in a guidance document to supplement
the renewal regulation, and also to provide further details on the procedures to be followed.
This guidance document should be read in conjunction with the Renewal Regulation and
Regulation 1107/ 2009.
See also: EFSA guidance on recurring phys/ chem & analytical issues, 2017; EN-1221

Working document Renewal Programme Air 3

2012
11284
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This document provides an overview of indicative submission dates for supplementary
dossiers for the renewal of substances expiring originally between 1 January 2013 and
31 December 2018. The document was last updated in June 2018. Table 6 of the PDF
version of the Vademecum is continuously kept up-to-date, including indications of expected
extensions for AIR 3 substances. The table contains an increasing number of hyperlinks
from approval and expiry dates to the relevant acts adopted and published in the Official
Journal.

Guidance Document on botanicals

2012
11470

SANCO/11470/2012
Rev. 8 of 20.03.2014
Applicable to submissions
as of 01.10.2014

“Botanicals” is the preferential term for “Plant extracts”. This Guidance Document is an
expanded version of the previous GD SANCO/ 10472/ 2003 Rev.5 of 06.07.2004, which
was limited to water and ethanol extractions. This document covers a range of extraction
methods, and describes the specific data requirements for substances that are not
synthesized but extracted from material of biological origin. Because botanicals may
therefore have a larger variation in qualitative and quantitative composition than
synthesized chemicals, adapted data requirements and evaluation are warranted.

Template for notification of a withdrawal or amendment of an authorisation

2012
12293

SANCO/12293/2012
Rev. 1

This template is intended to be used by MS Competent Authorities when notifying other
Member States, the Commission, EFSA and the authorisation holder of a withdrawal or
amendment of an authorisation under the provisions of Art. 44.4

Applicable, first published
in June 2017

Guidance document on Data Protection

2012
12576

SANCO/12576/2012
Rev. 1.1 of 01.02.2013
Applicable depending on
specific situation. Scenarios
described in detail in the
GD.

This document provides MSs and applicants with guidance on the procedures and policies
surrounding various elements of data protection, as related to plant protection products
legislation. It considers the practical application of the legal provisions of Articles 59–62 and
80 of Regulation 1107/ 2009.
This guideline is intended to help MSs to apply the rules in a consistent way, and for
applicants to understand those rules. The Guidance document covers 2 main areas:
-

Section 1 - explaining the periods of protection applied to studies under different
circumstances - the ‘why, when and how long’,

-

Section 2 - clarification of the special procedures and provisions that apply to
vertebrate data sharing.

This Guidance Document is under revision in 2017.

Guidance document on preparing lists of test and study reports according to
Article 60 of Regulation 1107/2009
SANCO/12580/2012
Rev. 4 of 22.03.2019
This document will apply to
(supplementary)
dossiers

2012
12580

The old Guidance document on preparation of lists of studies relied upon with a view to
Annex I inclusion of existing active substances (SANCO/ 10435/ 2004 15 April 2005 rev 7)
was developed for substances for stages 2 till 4 of the review programme carried out under
Directive 91/ 414. Because the review programme was completed, it was considered more
appropriate to prepare a completely new guidance taking into account the provisions of
Regulation (EC) No 1107/ 2009. The relevant provisions in this respect are laid down in
Articles 59–62 of Regulation 1107/ 2009.
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submitted from 1 October
2019 onwards

This Guidance document deals with applications for approval submitted under Regulation
1107/ 2009, amendment of approval conditions or renewal of approval of active substances
and related first authorisation, amendment of authorisation conditions or renewal of the
authorisation of plant protection product.
Rev.4 contains amendments to reflect updates to relevant Regulations and Guidance
Documents. The format for lists of studies was updated to ensure that it is indicated whether
a study was used in a previous EU assessment or, when the information is available, whether
the study was already submitted in the framework of national authorisations.

Combined Template to be used for Assessment Reports under Reg. 1107/2009
and CLH Proposals under Reg. 1272/2008 (CLP, classification & Labeling)

2012
12592

SANCO/12592/2012
Rev.2 of 22.03.2019

This template is intended to align the current structure of the 1107 assessment report
(DAR/ RAR) with the CLH proposals under the CLP Regulation. It aims to reduce
duplication of information in different parts of the assessment report and to separate out the
active substance part from product related exposure and risk.

This Guidance comes
with a series of MS Word
Template files.

This structure will support the risk envelope approach for products and it will facilitate the
setting of MRLs, the preparation of a "Conclusion on the peer review of the pesticide risk
assessment of an active substance" as prepared by the EFSA, as well as a "Proposal for
Harmonised Classification and Labelling" (RAC opinion) report as prepared by Risk
Assessment Committee (RAC) of ECHA.

For
Assessment
Reports
submitted by Member
States to EFSA from
01.04.2019 as a minimum
the revised Volume 1 should
be used and the statement
should be added to each
section cover page.
The revised templates are
fully applicable for dossiers
submitted from 1 April 2019

This template should be used in conjunction with the “Template to be used for Assessment
Reports regarding level 3 of Volume 1” (SANCO/ 11114/ 2012).
Rev.0 of 11.2012 was the original version
Rev.1.2 of 06.10.2017 was created to combine the function as DAR/ RAR and CLH report
Rev.2 of 22.03.2019 updated the template to integrate information from the Guidance on
Endocrine disruptors, add information to cover pages, and adapt structure of the lists of
studies.

EFSA Guidance on Risk Assessment on Bees

2013
3295

EFSA 2013 3295
of 04.07.2013
This GD is not yet noted in
the Standing Committee,
SCoPAFF.

This Guidance Document is based on the PPR Panel scientific opinion on the science
behind the development of a risk assessment of plant protection products on bees (Apis
mellifera, Bombus spp. and solitary bees) (EFSA Journal 2012;10(5):2668). SPGs were agreed
in consultation with the SCoFCA. The Guidance Document suggests a tiered risk
assessment scheme with a simple and cost- effective first tier to more complex higher tier
studies under field conditions. Each of the tiers will have to ensure that the appropriate level
of protection is achieved.
See also EFSA External Scientific Report on Collection and analysis of pesticide residue data
for pollen and nectar, report EN-1303 of 20.10.2017.

Guidance document on data requirements on efficacy for the dossier to be
submitted for the approval of new active substances contained in plant
protection products
SANCO/10054/2013
Rev.3 of 11.07. 2013

2013
10054

This document aims to provide guidance on efficacy requirements for new active
substances, and in particular explains the principal objective of an efficacy assessment at the
active substance approval stage. The aim is to avoid a duplication of evaluation work for at
least some of the individual GAPs. The principal objective of the efficacy evaluation is to
confirm that the doses are realistic for the proposed and representative for all subsequent
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authorisations. A summary dossier (as proposed in the appendix of this document) should
be submitted.
(It should be noted that the efficacy requirements for existing active substances when
considered in the renewal procedure are different and are presented in Guidance Document
SANCO/ 10387/ 2010, point 4.7.2).

Guidance document on the efficacy composition of core dossier and national
addenda submitted to support the authorization of plant protection products
under Regulation 1107
SANCO/10055/2013
Rev.4 of 03.10.2013
Applicable from 03.04.2014

2013
10055

Regulation 1107 specifies that the assessment of PPPs should be conducted on a zonal basis,
with a nominated zonal rapporteur (zRMS) assessing the application on behalf of all other
MSs to whom an application has been made (the concerned MSs or cMS). The application
should include the Biological Assessment Dossier (BAD), and any national addenda to
address specific MS issues, as described in SANCO/ 6896/ 2009. Regulation 1107 also
includes provisions for Mutual Recognition (MR) of authorisations. Mutual Recognition
application may be accompanied by national addenda.
The purpose of this guidance is to indicate areas of the efficacy data requirements that
should be considered as part of the core zonal dossier, and what relevant issues may need
to be addressed under national addenda.

Draft list of possible candidates for basic substances

2013
10069

SANCO/10069/2013
Rev.3 of 03.06. 2014

This is a Commission staff working document, containing a draft list of substances that have
been identified by MSs and stakeholders as possible candidates for applications under the
provisions of Article 23 on basic substances. The aim of this list is only to facilitate worksharing in the future preparation of applications. This list has a purely informative
character.

Working document on emergency situations according to Article 53 of
Regulation 1107/2009
SANCO/10087/2013
Rev. 0 of 01.02.2013
This working document
applies to applications for
emergency authorisations
submitted after 11 February
2013

2013
10087

This guidance lays down the procedure for Member States when granting an authorisation
under Article 53: 'in special circumstances a Member State may authorise, for a period not exceeding 120
days, the placing on the market of plant protection products for limited and controlled use, where such a
measure appears necessary because of a danger which cannot be controlled by any other reasonable means.'
Use of this Article should be exceptional, and restricted to cases of obvious dangers to plant
production or ecosystems that cannot be contained by any other reasonable means.
Member States should demonstrate, based on the application received, that the use
authorised is justified in this sense and share detailed information about the situation and
any measures taken to ensure consumer safety with the other Member States and the
Commission.

Guidance document on rules for revision of assessment reports

2013
10180

SANCO/10180/2013
Rev. 1 of 15.03.2013
Noted 15.03.2013.
To be used for assessment
reports submitted to the

The 'Template to be used for Assessment Reports' (SANCO/ 12592/ 2012) will already
increase transparency and consistency in the documentation submitted and assessed for an
approval of an active substance. A next step is to move away from addenda to a consolidated
Assessment Report which underpins the approval decision and supports future
reviews/ renewals.
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Commission as from 1 May
2013.

This document provides guidance on when and how to update assessment reports. It refers
not only to approvals, but also to amendment of approvals, renewal of approvals and the
assessment of confirmatory information.

Guidance document for applicants on preparing dossiers for approval of a new
active substance and for renewal under Regulations 283/2013 and 284/2013

2013
10181

SANCO/10181/2013
Rev. 4 of 22.03.2019

This guidance document describes how the applicant should submit a dossier for the
approval or the renewal of approval of a chemical active substance to comply with the Table
of Contents described in Annex to Regulations 283/ 2013 and 284/ 2013.

Word templates

The Guidance Document addresses the following aspects relating to delivering submissions
for addressing Regulation 283/ 2013 and Regulation 284/ 2013:

Rev.4 to be used for
(supplementary)
dossiers
prepared for substances
submitted as from 1
October 2019.

Cross-walk of data points from OECD Table of Contents to revised EU Table of
Contents;
Documents to be included in the Submission Dossier, including consideration of special
situations like the cases where agreed test methods are not yet available for specific data
requirement points;
Electronic Submission (CADDY 1) Table of Contents.
Rev.3 contained an update of doc. N2 (rev.2).
Rev.4 contains an amendment to the justification for non- submission of studies, and
updated documents N2 (rev.3) and N3 (rev.3).

Template for Notification according to Art. 36(3) of Regulation (EC) No
1107/2009
SANCO/10532/2013
Rev.0

2013
10532

Template to be used by Member States for notifying a refusal of zonal or mutual
recognition) authorisation.

applicable

Guidance Document on criteria for the inclusion of active substances
into Annex IV of Regulation 396/2005
SANCO/11188/2013
Rev.2 of 14.09.2015

2013
11188

Annex IV of Regulation 396/ 2005 contains a list of active substances for which maximum
residue levels (MRLs) are not required.

applicable

Guidance document on Comparative Assessment and Substitution of Plant
Protection Products in accordance with Regulation 1107/2009
SANCO/11507/2013
Rev. 12 of 10.10.2014
This guidance applies for
applications submitted as
from 1 April 2015

1

2013
11507

The objective of this document is to give Member States guidance on how to conduct the
comparative assessment when evaluating an application for authorisation of a plant
protection product containing a CfS substance.
The European and Mediterranean Plant Protection Organization (EPPO) has developed
guidance on how to perform comparative assessment (Bulletin OEPP/ EPPO Bulletin (2011)
41, 256–259). EPPO standard PP 1/ 271 “Guidance on comparative assessment
concentrates on assessment of efficacy, practicability, economical disadvantages, alternative
measures, and effects on minor uses”. This document is meant to supplement the EPPO
standard, i.e. to give Member States guidance on how to perform the comparative
assessment of risks to health and the environment, and to provide an overall framework for
comparative assessment.

CADDY is an electronic format for the exchange, archiving and evaluation of complex dossiers, developed jointly by industry and regulatory
authorities. It was developed for the interchange of plant protection products dossiers, and is currently adopted http:/ / caddy.ecpa.eu
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Guidance document on interpretation of transitional measures for data
requirements for chemical active substances and PPPs according to Regulations
283/2013 and 284/2013
SANCO/11509/2013
Rev. 5.2 of 09.10.2015
Details on application of
new data requirements are
described in detail in the
Guidance Document.

61

2013
11509

The “old” data requirements are laid down in Regulation 544/ 2011 for active substances
and in Regulation 545/ 2011 for PPPs and continued to apply till 31 December 2013.
“New” data requirements have been adopted by the Commission (Regulations 283/ 2013
and 284/ 2013) and although transitional measures as regards procedures concerning
approval of active substances and authorisation of PPPs have been considered, cases have
been identified which need further clarification to guarantee a consistent approach in
Member States.
This Guidance Document deals with the interpretation of the transitional measures
regarding the new data requirements for chemical active substances and PPPs. Rev.5.2
contains some further clarifications and editorial changes, and reference to Regulation
2015/ 1475

Questions & Answers Document Regulation 1107/2009.

2013
12415

SANCO/12415/2013
Rev.6 of 15.11.2015

This document gathers questions and agreed answers regarding the interpretation of
Regulation 1107/ 2009.
The document is aimed at providing guidance to both Member States and economic
operators and it will be complemented by other questions and answers, if and when the
implementation of this Regulation will raise further interpretative problems. It contains
Q&A on the following topics:
Art. 2 (Scope, Definition of ppps, bulk, in situ generation, adjuvants, synergists and
safeners)
Art. 4(7) and Annex II (Criteria for considering a substance as ED)
Art. 6 & 13 (Assessment of confirmatory information)
Art. 23 (Mixture of basic and active substances and Art. 23(1)(c)
Art. 28 (PPPs intended for use in other Member States; mere storage of plant protection
products)
Art. 31 (decision on classification for (non-) CLP classified substances)
Art. 36 (Zonal authorisations)
Art. 46 (Grace period; Minor changes of authorisation and grace period; Scope and
time limits).
Art. 49 (treated seeds; definition of "seed"; labeling phrases; Seeds treated with (nonauthorised) ppps; storage of treated seeds and export of treated seeds to third countries.
Art. 50 (Comparative Assessment; procedure; issue of mutual recognition of products
containing candidates for substitution)
Art. 58 (Adjuvants)
Art. 60 (List of test and study reports; Confidentiality in the list)
Art. 62 (Sharing of tests and studies involving vertebrate animals)
Art. 63 (Confidentiality; Links between a producer or importer and the applicant or the
authorisation holder).
Art. 66 (Advertising; meaning of the terms "warning phrases and symbols" stated in Art.
66(6))
Art. 67 (Record-keeping; Addressees of the record-keeping duties; meaning of the term
"suppliers")
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Guidance Document on analytical quality control and validation
procedures for pesticide residues analysis in food and feed.
SANCO/12571/2013
Rev.0 of 19.11.2013

12745

2014
0124

This zonal guidance document covers the selection of relevant species and development of
standard scenarios for higher tier risk assessment in the Northern Zone. This revision of the
Northern zone guidance is updated to be fully consistent with the current guidance (EFSA
2009)

Applications for renewal of approval of active substances submitted under
article 14 of Reg. 1107/2009 and in accordance with Regulation 844/2012
SANCO/10148/2014
Rev. 12 of 00.04.2017

2013

This is a non-binding document that gives recommendations to gather on a voluntary basis
monitoring data on pesticides that could be considered for potential inclusion in the
coordinated multiannual control programme of the EU (MACP). Based on a survey of these
monitoring data and the analytical capability, the inclusion of some of these substances in
the MACP will be considered. See e.g. Regulation.2016/ 662, 2015/ 595, …

Zonal (North) Guidance document on risk assessment for birds and
mammals
Zonal North 20140124
Rev. 1.1 of 24.01.2014

12571

Superseded by SANTE/ 11945/ 2015 Rev.0 of 01.12.2015

Working Document on pesticides to be considered for inclusion in the
National control programmes to ensure compliance with MRLs.
SANCO/12745/2013
Rev.9(1) of 2122.11.2017

2013

2014
10148

Overview of applications received in the renewal programme under Regulation 844/ 2012
(AIR 3 notifiers and submission dates). This overview is published under the provisions of
Art. 3(6) of Regulation (EU) No 844/ 2012: “the Commission shall publish, for each active substance,
the names and the addresses of the applicants whose applications have been submitted by the date provided for
in the first subparagraph of Article 1(1) and contain all the elements provided for in Article 2”. The
document was last updated in April 2017.

Draft Guidance Document on the assessment of negligible exposure

2014
12096

SANCO-12096-2014
Rev. of 05.2014
Draft Guidance. Not noted,
but referred to for
negligible exposure
assessment in 2017-20182019

This document provides guidance regarding the interpretation of the wording “negligible
exposure".as used in points 3.6.3/ 3.6.4/ 3.6.5 (human exposure) and point 3.8.2
(environment) of Annex II of the Regulation. Those points explain that a substance cannot
be approved if it is (or has to be) classified as carcinogen or repro-toxic cat. 1A or 1B, or as
endocrine disruptor "unless the exposure of humans to that active substance, (… ), under realistic proposed
conditions of use, is negligible".
In particular, this (draft) guidance document describes the rationale recommended to be
followed during the approval/ non approval decisions. Substances approved considering
these provisions will be listed as candidates for substitution. Therefore, they would be
approved for a period not exceeding 7 years (Article 24), evaluations for authorisations for
plant protection products containing such active substances would be subject to comparative
risk assessment (Article 50) and Member States may derogate from mutual recognition
(Article 41(2.b)). When performing risk assessments, applicants, Member States authorities,
as well as EFSA may refer to this guidance document in order to address in a targeted way
the information needs of risk managers.

Guidance Document for evaluating laboratory and field dissipation
studies to obtain DT50 values in soil for active substances and their
metabolites

2014
12117
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SANCO/12117/2014
final of 12.12.2014
Finalized on 12.12.2014,
apply from 01.05.2015

63

This Guidance Document fully integrates EFSA Guidance Document 2014;12(5):3662,
published on 23.07.2014 The hyperlink provides access to a PDF file that integrates both.
The document provides guidance on:
selection of DegT 50 matrix values from laboratory and field experiments for use in
exposure assessment;
calculation of geomean DegT 50 matrix ;
design of field studies for obtaining DegT 50 matrix values in soil;
guidance on the possibility of combining DegT 50 matrix values from laboratory studies
with DegT 50 matrix values obtained from field studies if certain conditions are met;
use of geomean K om and K oc
use of updated crop interception values
NOTE: see also OECD 106 checklist document (EFSA EN-1326; 20.11.2017)

Guidance Document on emissions from protected crops

2014
12184

SANCO/12184/2014
Rev.5.1 of 14.07.2015
Finalised 27.01.2015,
applicable from 01.12.2015

This document contains as integral part the EFSA publications 2014;12(3):3615 and
2014:EN-568, and is written for Member States and industry risk assessors and scientists
involved in the authorisation and approval of plant protection products and their active
substances.
The document provides guidance to the users on how to assess the emissions from protected
crops when performing risk assessments according to Regulation 1107/ 2009.

Template to be used for the List of Endpoints

2014
12483

SANCO/12483/2014
Rev. 3 of 29.05.2015

This template for the List of Endpoints reflects the new data requirements for active
substances and plant protection products as set out in Commission Regulations 283/ 2013
and 284/ 2013 of 1 March 2013, in accordance with Regulation 1107/ 2009.
This template should be used in conjunction with the
- Template to be used for assessment reports (SANCO/ 12592/ 2012)
- Template to be used for assessment reports regarding level 3 of Volume 1
(SANCO/ 11114/ 2012). It is envisaged that there will be a general review of the templates
for the List of Endpoints within the next years.

This template should be
used for assessment reports
prepared
for
active
substances for which an
application for (renewal of)
approval was submitted as
from 1 March 2015.
Preferably these templates
should also be used for assessment reports for all active substances (chemicals as well as microorganisms):
For which an application for approval has been submitted after 1 January 2014 (i.c. an application according to the data
requirements as laid down in Regulations 283/ 2013 and No 284/ 2013),
covered by Regulation 844/ 2012 for which an application for the renewal was submitted before 01.03.2015.

Template to notify intended zonal applications under Articles 33 and 43 of
Regulation 1107
SANCO/12544/2014
Rev. 0 of 12.12.2014
This template is already in
use for zonal applications as
it is similar to the appendix
3 of Guidance document
SANCO/ 13169/ 2010.

2014
12544

At least six months before the application is due to be made it is recommended that the
applicant should submit to all zonal contact points in MSs in the zone a summary of the
products for which authorisation will be sought, detailing in which MSs the authorisation is
envisaged. In the case of application according to Article 43 this summary should preferably
submitted 1 year before the indicative/ estimated application of the renewal of the PPP. A
common format (“notification form”) has been developed which should be used by
applicants (see Appendix). This will help to organise the allocation of work to MSs and speed
up the process. In future, the applicant shall also feed this information into the authorisation
database.

Guidance Document dossier preparation microbials

2014
12545
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SANCO/12545/2014
Rev. 2 of 00.03.2016
Finalised on 12.12.14,
revision noted March 2016.
To be used for applications
for renewal or approval of
micro-organsisms as from
01.10.16.

This guidance document describes how the applicant should submit a dossier for the
approval or the renewal of a microorganism to comply with the Table of Contents described
in Part B of the Annex to Regulation 283/ 2013 and Part B of the Annex to Regulation
284/ 2013.
This Guidance Document addresses the following aspects:
Data points from OECD Table of Contents to revised EU Table of Contents;
Electronic Submission (CADDY) Table of Contents;
Documents to be included in the Submission Dossier.
This GD should also be followed for supplementary dossiers submitted under Regulation
2016/ 183 setting the RMS and co- RMS for the AIR4 programme.

Working Document on the summing up of LOQs in case of complex
residue definitions
SANCO/12574/2014
Rev. 5.1 of 01.12.2015
Finalised on 01.12.15
Application date:
01.01.2017

Finalised on 19.05.16,
applicable to applications as
of 01.01.2017

2015

2015

12815

2015

This (MS Word) Template, available from the website of SANTE, is specific to the
preparation of an Addendum to the DAR or RAR, for the application of an MRL in the
context of the approval (subm. after 01.01.2014) or renewal (AIR3 and later) of an active
substance.

Template Evaluation Report for MRL application under Art. 8 of
Regulation 396/2005
2015; Old data Req.
2015; New data Req.

2014

This Guidance Document was developed because the OECD 'Guidance for Registration
Requirements for Pheromones and Other Semiochemicals Used for Arthropod Pest Control (OECD
Environment, Health and Safety Publications, Series on Pesticides No. 12) had limitations
for the EU review process. The current GD addresses the data requirements, taking into
account the specific properties, uses and application techniques of semiochemicals, which
have proven through efficacy, environmental and health studies that they may provide
effective pest control at low volumes, and at low risk to human health and the environment.
See also: EFSA Technical Report 1031e, pub. 27.05.2016, Outcome consultation on Risk
Assessment for SCLPs in light of confirmatory data.

Template Evaluation Report Addendum to Assessment Report New
Data Requirements 2015
2015; not numbered

12574

The purpose of this document is to explain the new provisions for reporting the results for
complex residue definitions where the individual components of the complex residue
definition are measured separately, in particular for reporting the LOQs for the individual
components and the full complex legal residue definitions. The document establishes a
general approach to avoid divergences in the way Member States report the LOQ value for
the analysis result for the total residue definition (resLOQ value) to EFSA using the Standard
Sample Description (SSD) format.
The provisions described in this document are not relevant for residue definitions that are
analysed with common moiety methods, nor for other methods where the components are
not measured separately (e.g. salts).

Guidance Document on semiochemical active substances and plant protection
products
SANCO/12815/2014
Rev. 5.2 of 00.05.2016

2014

2015

This (MS Word) Template, available from the website of SANTE, is specific to the
preparation of an Evaluation Report for MRL applications made under Article 8 of
Regulation 396/ 2005.
NOTE: there are 2 templates available:
one for applications under old da t a r equir em en t s (Guidelines in
1607/ VI/ 97 Rev.2), and
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one for applications under new da t a r equir em ent s , under Reg. 283/ 2013
and Commission Communciation 2013/ C 95/ 01 1.

Guidance Document on tiered risk assessment for ppp’s for aquatic
organisms in edge-of-field surface waters
SANCO/00080/2015
of 15.01.2015
Finalised 11.07.2014,
applicable to submissions as
of 01.01.2015

Sept. 2015

Approved 06.07.2015

2015
4195

This document provides Member States with specific guidance on how to use the SSD for
the reporting of the national results of the pesticide residue monitoring in the framework of
Article 32 of Regulation (EC) No 396/ 2005.
The Standard Sample Description (SSD) is the data model used for the reporting of data on
analytical measurements of chemical substances occurring in food, feed and water. Member
States have to monitor pesticide residue levels in food commodities and submit the
monitoring results to EFSA and the European Commission. In particular, this document
describes the codes to be used for the SSD data elements which pertain to the data collection
on pesticide residues monitoring of the calendar year 2014.

Guidance Document on MRL setting procedure under Art. 6-11 of
Reg.396/2005 and Art. 8 of Reg. 1107/2009
SANTE/2015/10595
Rev.4 of 23.09.2016

2015
September

This Guidance provides template proposals where the available templates (see
SANCO/ 12592/ 2012, Rev.1.2) did not foresee specific chapters for the assessment of the
MRL applications in the context of a substance approval or renewal process. It aims at
synchronizing and incorporating the MRL assessment in the assessment report.
See in this context also Rev.1.2, 2017 of SANCO/ 12592/ 2012.

EFSA Guidance on reporting data on pesticide residues in food and
feed according to Regulation 396/2005. (2104 data collection)
EFSA 2015; 13(7):4195
of 13.07.2015

00080

This Guidance document includes the published EFSA Guidance Document
2013;11(7):3290, first published on 18.07.2013, replaced by a version of 05.08.2013
(editorial changes).
The document is intended to be used for approval of active substances at EU level as well
as for authorisation of ppps at Member State level. The effect assessment schemes in this
GD allow for the derivation of regulatory acceptable concentrations (RACs). The GD
provides the scientific background for the risk assessment to aquatic organisms in edge-offield surface waters and is structured to give detailed guidance on all assessment steps.
This Guidance is a revision of SANCO/ 3268/ 2001 Rev.4.
A corrigendum is under preparation in 2016, focusing on Tier 2A-Geometric mean
approach, combining results from different mesocosms, how to express an endpoint,
Algae/ plants endpoint, Criteria for the use of the PEC twa, Experiments with modified
exposure (Tier 2C), Metabolites, Applicability of ERO Option, and Mixtures. Details in the
minutes of the Network on Pesticide Steering Consultation for the corrigendum of the
Aquatic guidance document (14-15 Sept. 2016)

Management of MRL applications submitted for active substances
under Art. 8 of Reg. 1107/2009 and under Art. 10 of Reg. 396/2005
EFSA 2015; not
numbered

2015

2015
10595

This Guidance document expands on the procedures described in Articles 6-11 of
Regulation 396/ 2005 and aims at providing clarity on the various steps. The guidance
covers the procedures for setting new MRLs (For EU use or import tolerance, including
temporary MRLs), modifying existing ones, deleting MRLs, including substances in Annex
IV of Reg. 396/ 2005, amending residue definitions, or assessment of confirmatory data (in
the
meaning
of
Reg.
396/ 2005,
see
also
Working
Document
SANTE/ E4/ VW/ 10235/ 2016).

2015
1

OJ C 95, 03.04.2013, p.1.
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Guidance Document on the assessment of exposure of operators,
workers, residents and bystanders in risk assessment for PPPs
SANTE-10832-2015
Rev.1.7 of 24.01.2017
Adopted 24.01.2017,
applicable to submissions
from 01.03.2017

10832

This Guidance document includes the published EFSA Guidance 2014, 12(10):3874. First
published on 23.10.2014, replaced on 24.04.2015.
The Guidance is designed to assist risk assessors and notifiers/ applicants when quantifying
potential non- dietary, systemic exposures as part of regulatory risk assessment for PPPs.
Rev.1.7 added an outline for setting AAOEL’s, which was lacking in the original version.
For approval purposes, the risk assessment on residents and bystanders cannot be fully
considered until a procedure for the derivation of the AAOEL and higher risk assessment
schemes are available.
The integrated EFSA Guidance includes a spreadsheet calculator. Following publication of
the EFSA Guidance, a literature study was commissioned and published
(10.2903/ sp.efsa.2017.EN-1204 of 04.05.17) to further supplement the database for the
calculator.

List of obsolete Procedural Guidance Documents

2015
11073

SANTE-11073-2015
Rev. 0 of 14.07.2015

This list contains Guidance Documents that are considered obsolete or without purpose
because they either refer to procedures related to Directive 91/ 414/ EEC that are no longer
applicable, or they are superseded by new (noted) guidance documents on the specific issues
they covered.
Because it is agreed that no further reference will be made to such Guidance Documents,
they are removed from the SANTE-website. For reference purposes these Guidance
Documents will be filed in a special folder on CIRCABC. Listed are:
Document 1654/ VI/ 94 Rev.7
Sanco/ 491/ 00 Rev.3
Sanco/ 2971/ 2000
30.04. 2001 Biocides borderline GD
Sanco/ 3989/ 2001 Rev.2
Sanco/ 10472/ 2003 Rev.5

Sanco/ 10393/ 2004 Rev.4
SANCO/ 10435/ 2004 Rev.7
SANCO/ 10696/ 2004 Rev.5
Sanco/ 10518/ 2005 Rev.5
SANCO/ 00298/ 2006 Rev.9b
SANCO/ 10043/ 2007 Rev.2

Guidance Document Analytical quality control & Method validation
for pesticide residues analysis in food & feed
SANTE/11945/2015
Rev 0 of 01.12.2015
Implemented by 01.01.2016

2015
11945

The guidance in this document is intended for laboratories involved in official control of
pesticide residues in food and feed in the European Union. The document describes the
method validation and analytical quality control (AQC) requirements to support the validity
of data used for checking compliance with maximum residue limits (MRLs), enforcement
actions, or assessment of consumer exposure to pesticides.
This document is complementary and integral to the requirements in ISO/ IEC 17025. It
supersedes SANCO/ 12571/ 2013, which superseded in turn SANCO/ 12495/ 2011, which
superseded the earlier SANCO/ 10684/ 2009, which is still referred to in SANCO/ 825/ 00

Working Document on the evaluation of data submitted to confirm
MRLs following the review of existing MRLs
SANTE/E/VW
10235/2016 Rev.2 of
17.06.2016

2016
10235

Following Art. 12 MRL reviews, tentative MRLs are set for commodities for which data
was lacking, but for which no risk to consumers could be identified. A deadline is set for
submission of further data for tentative MRLs.
This Working Document sets out the procedures for the evaluation of such data.
See also the standardised form SANCO/ 4044/ 2008
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2016
10616

SANTE-2016-10616
Rev 9 of 00.06.2018
published 00.06.2018

This document provides an overview of indicative submission dates for supplementary
dossiers for the renewal of substances expiring between 1 January 2019 and 31 December
2021. The document is updated regularly. It provides an early insight in substances for
which no application was received, and which will thus disappear from the market.
See for more information Chapter AIR 4 Working Document Air IV Renewal Programme

Template for Submission Demonstrating Access to a Complete Package & Data
Matching
SANTE-2016-11449
of 07.12.2016
-version

2016
11449

This template is mentioned specifically in GD SANCO/ 2010/ 13170 rev. 14 of 07.10.16,
in § 3.7.2. (Data Matching Check). The template is to be used with applications for
authorisation, in conjunction with that Guidance Document, as well as in conjunction with
Reg. 283/ 2013, the GD on the “List of Studies” (SANCO/ 12580/ 2012), and the GD on
zonal evaluation and mutual recognition (SANCO/ 2010/ 13169 Rev.9).

For applications for
authorisation as of
01.03.2017

Working Document Air 4 Applicants

2016
11734

SANTE-2016-11734
Rev 14 of 00.03.2019

This document lists all applicants for renewal of substances expiring between 1 January
2019 and 31 December 2021.
See for more information Chapter AIR 4 Working Document Air IV Renewal Programme

Technical guidelines for determining the magnitude of
pesticide residues in honey and setting MRLs in honey
SANTE/11956/2016
Rev 9 of 14.09.2018
Implemented by 01.01.2020

Not yet noted.
[PAFF Residues 22.11.17:
“neither Member States nor
EFSA should make use of the GD
before it becomes applicable”.]

11956

The European data requirements (Reg. 283/ 2013, Annex 6.10) require studies on residues
in pollen and bee products for human consumption, but do not specify the type and
conditions of the studies to be performed. According to the Regulation, type and conditions
shall be discussed with national competent authorities. These Technical Guidelines fill this
gap and give further technical information on studies and data required, enabling EFSA
and the Commission to refine MRLs for honey, historically set at a default level of 0.05
mg/ kg.

Guidance on the establishment of the residue definition for dietary
risk assessment
EFSA 2016 4549
of 22.12.2016

2016

2016
4549

The residue definition for risk assessment is used by risk assessors to evaluate the potential
risk of dietary intake of residues resulting from the application of a pesticide. This document
aims to guide the process of identifying the pertinent residue components that should be
considered for dietary risk assessments.
The Guidance provides directions for determining the metabolites that require hazard
identification and characterisation, and for developing a testing strategy for these
compounds. In order to support the decision process the Guidance recommends to make
use of and apply weighing to all information available, including mechanistic evidence, and
to present detailed information on toxicity and exposure for every single metabolite and on
the uncertainties connected to the proposed residue definition.

OECD Guidance Document on Botanical Active Substances used in Plant
Protection Products

2017
6
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ENV/JM/MONO(2017)6
of 05.04.2017

This document provides guidance to both industry and regulatory authorities on how
procedures and data requirements can be applied to facilitate the submission of a complete
data package/ dossier for botanical active substances used in plant protection products, and
the subsequent evaluation of this data package/ dossier by the regulatory authorities.
The document provides a summary of the legal frameworks and registration procedures for
botanical active substances in several OECD member countries.

EFSA Technical Report on recurring issues in physical and chemical properties
and analytical methods.
EFSA 2017 EN-1221
of 08.05.2017

2017
EN-1221

This report provides recommendations on several topics in the domain of Phys/ chem
properties and analytical methods. These recommendations are to be followed in peer
review debates on occurring issues. Topics covered are reference specifications, quivalence,
relevant impurities, storage stability, preservatives and adjuvants, and can be regarded as
supplementary to existing Guidance Documents.

EFSA Technical Report on the OECD 106 evaluators checklist.

2017
EN-1326

EFSA 2017 EN-1326
of 20.11.2017

For the sake of consistency and efficiency as well as increasing quality and rigour in
evaluation, EFSA and the Member States developed a checklist for the evaluation of OECD
106 soil batch adsorption studies. On the basis of a UK draft, and discussion in the Pesticides
Peer Review 152 meeting on environmental fate and behaviour in Feb. 2017, EFSA and
the UK finalised this evaluators’ checklist document and the accompanying Excel
spreadsheet that supports carrying out some of the recommendations in the checklist.

EFSA Guidance on Benchmark Dose use in Risk Assessment

2017
4658

EFSA 2017; 15(1): 4658
of 24.01.2017
This Guidance supersedes
the previous EFSA
Guidance 2009;1150

This EFSA guidance supersedes a previous version from 2009, presenting how EFSA’s
Scientific Panels apply the benchmark dose (BMD) in their scientific assessments. The
Guidance was presented in a workshop on 1-2 March 2017.
The BMD approach extends the use of dose-response data from animal studies to better
characterise and quantify potential risks. Experience gained since 2009 led to this update.
Highlights:
Revised section on how to apply the BMD approach in practice, with model
averaging now recommended as the preferred method for BMD calculations.
Default models for BMD analysis have been reviewed and a new criterion
introduced.
A new flow chart and template provide a step-by-step guide for performing and
reporting a BMD analysis.
See also: a report on the public consultation on the draft guidance that took place in 2016.

EFSA Guidance on Dermal Absorption

2017
4873

EFSA 2017; 15(6): 4873
of 30.06.2017
This Guidance supersedes
the previous EFSA
Guidance 2012;(10):2665

This EFSA guidance, like its predecessor GD 2012;(10):2665, is based on the Opinion on the
science behind the revision of the guidance document on dermal absorption (EFSA, 2011). It is revised on
the basis of new available data on human in vitro dermal absorption and contains additional
clarifications in many sections. Recommendations are given to performing and interpreting
dermal absortpions studies. Elements for a tiered approach are presented including use of
default values, data on closely related products, in vitro studies with human skin, data from
experimental animals (rats) in vitro and in vivo and the so called “Triple pack” approach.
Various elements of study design and reporting, that reduce experimental variation and aid
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consistent interpretation, are presented. A proposal for reporting data for Draft Assessment
Reports and Registration Reports is also provided.
Simultaneously, a Technical Report (EN-1250) was published, presenting all 259 comments
received in the consultation on this Guidance, and EFSA’s reaction to the comments.

EFSA Guidance on Biological Relevance

2017
4970

EFSA 2017; 15(6): 4970
of 03.08.2017

This Guidance, published as a Scientific Opinon, describes in a structural manner how to
assess the biological relevance of data, within the context of the scientific assessment that
they are used for. The biological relevance and the associated uncertainty (see also EFSA
Guidance on Uncertainty Analysis, 2018- 5123, page 71) should be addressed as part of the weight
of evidence assessment (see also: EFSA Guidance on Weight of Evidence Approach, 2017- 4971).

EFSA Guidance on Weight of Evidence Approach

2017
4971

EFSA 2017; 15(6): 4971
of 03.08.2017

This Guidance Document is intended to support EFSA Panels and Units in the use of the
"weight of evidence" approach in risk assessment. Weight of evidence assessment is deﬁ ned
in this guidance as a process in which "evidence is integrated to determine the relative support for
possible answers to a question". The document uses both qualitative and quantitative
approaches, and covers reliability, relevance and consistency as the three basic
considerations for weighing evidence.

2017

EFSA Guidance on PEC soil setting

4982
EFSA 2017; 15(10): 4982
of 19.10.2017
This Guidance supersedes
the previous version,
published as EFSA report
4093 on 28.04.2015

This "EFSA Guidance Document for predicting environmental concentrations of active
substances of plant protection products and transformation products of these active
substances in soil" provides guidance for the exposure assessment of soil organisms to PPPs
and metabolites. It is applicable both to active substance approval and (zonal) product
assessment.
This Guidance, together with
EFSA Guidance on DegT50 setting (report 3662 of 23.07.2014, noted as
SANCO/ 12117/ 2014 final of 12.12.2014) and
Focus "Guidance Document on Estimating Persistence and Degradation
Kinetics from Environmental Fate Studies on Pesticides in EU Registration",
published as SANCO/ 10058/ 2005 version 2.0, 06.2006,
is intended to replace the current "Guidance Document on Persistence in Soil", SANCO
9188/ VI/ 97 Rev.8 of 12.07.2000.
The goal of this Guidance is to assess the 90th percentile concentration for each zone,
considering all types of concentrations potentially needed for ecotox assessment. The
Guidance covers the use of software modelling tools PERSAM, PEARL and PELMO,
which should be used in the tiered exposure risk assessment. This Guidance covers every
step of the tiered approach.
This guidance has changed the tiered assessment scheme given in EFSA PPR Panel (2012;
10(2) 2562) with the goal of simplifying the exposure assessment for regulatory purposes.
In addition to replacing existing guidance, this document provides new guidance for:
1.
the calculation of the rapidly dissipating fraction at the soil surface,
2.
the sorption coefficient in air-dry soil and
3.
the DegT50 or Kom of substances whose properties depend on soil properties
such as pH or clay content.
It does not cover off-crop exposure.
See also EFSA Technical Report on the Consultation on the draft for this GD (EFSA
Technical Report EN-1288 of 19.10.2017).

EFSA PPR Scientific Opinion on genotoxicity assessment

2017
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5113
EFSA 2017; 5113
of 18.12.2017

This Scientific Opinion titled "Clarification of some aspects related to genotoxicity assessment"
provides advice on:
1.
the suitability of the unscheduled DNA synthesis (UDS) in vivo assay to followup positive results in in vitrogene mutation tests;
2.
the adequacy to demonstrate target tissue exposure in in vivo studies,
particularly in the mammalian erythrocyte micronucleus test;
3.
the use of data in a weight-of-evidence approach to conclude on the
genotoxic potential of substances and the consequent setting of health- based
guidance values.

Guidance on monitoring and surveying of impacts of pesticide
use on human health and the environment under the
Sustainable Use Directive
C(2017) 6766 final
of 10.10.2017

Implemented by 01.01.2018

2017
10632

The purpose of this guidance document is to give advice on when and how to assess the
suitability of the extraction procedures applied in pesticide residue analytical methods, e.g..
as required for post- registration monitoring methods in the guidance document
SANCO/ 825/ 00. However, it is not restricted to post-registration monitoring methods and
is also applicable for residue analytical methods used for the quantification of residues in
supervised field trials (also called pre-registration or data generation methods). The
guidance document has been developed primarily for the evaluation of extraction efficiency
of analytical methods for plant matrices, but the basic principles are also applicable for
products of animal origin. However, the guidance does also provide suggestions regarding
the design of new studies with respect to extraction efficiency and on how to approach cases
where samples with incurred radiolabeled residues are no longer available. Applicat ion of
the guidance does not necessarily mean that new data will be required and should normally
not result in the generation of new studies using radiolabeled substances.

Guidance Document Analytical quality control & Method validation
for pesticide residues analysis in food & feed
SANTE/11813/2017
Rev 0 of 21-22.11.2017

6766

This Guidance Document (title is abbreviated) was published on 10.10.2017, under number
C(2017) 6766 final, alongside the publication of the Commission report on the National
Action Plans and the functioning of the Sustainable Use Directive. The Guidance was
drafted in compliance with Art. 7.3 of the Directive. The monitoring described in the
Guidance covers possible requirements in approvals (Art. 6(i) of 1107), requirements
imposed by national competent authorities within an authorisation (Art. 67.2 of 1107), and
the monitoring provisions of previous Art. 68 (now moved to Art. 24 of Regulation
2017/ 625, the “Official Controls Regulation” (OCR)).
Monitoring data, collected under this Guidance, are meant to be used as part of the decision
process for any renewal, withdrawal or amendment of an authorisation, or to trigger an Art.
21 review of an approval.
Apart from the design of monitoring and surveillance programmes, the Guidance covers
different forms of monitoring of pesticide effects on human health (direct surveillance of
residues in food and feed, chronic health effect monitoring and reporting of poisoning
incidents) and on the environment (both direct pesticide monitoring, and monitoring of
populations or communities).

Technical Guideline on the Evaluation of Extraction Efficiency of
Residue Analytical Methods
SANTE/10632/2017
Rev 3 of 22.11.2017

2017

2017
11813

The guidance in this document is intended for laboratories involved in official control of
pesticide residues in food and feed in the European Union. The document describes the
method validation and analytical quality control (AQC) requirements to support the validity
of data used for checking compliance with maximum residue limits (MRLs), enforcement
actions, or assessment of consumer exposure to pesticides.
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This document is complementary and integral to the requirements in ISO/ IEC 17025. It
supersedes SANTE/ 11945/ 2015, which superseded in turn SANCO/ 12571/ 2013,
SANCO/ 12495/ 2011, and the earlier SANCO/ 10684/ 2009, which is still referred to in
SANCO/ 825/ 00

OECD GIVIMP (Good In Vitro Method Practices)

2018
19

ENV/JM/MONO/(2018)19
of 02.08.2018

This document is aimed at supporting the development of validated and internationally
accepted in vitro testing methods. The development of this Guidance was driven by JRC
and EURL, with input from a large number of institutions around the world.
This Guidance (GIVIMP) for the development and implementation of in vitro methods for
regulatory use in human safety assessment was developed as a best practice reference, with
the aim of reducing the uncertainties in cell and tissue-based in vitro method derived
predictions.
The document includes guidance for developing and using in vitro methods, as well as
guidance for the laboratory environment in which test data are generated and recorded.

EFSA Literature review of neurotoxicity testing methods

2018
EN-1410

EFSA 2018; EN-1410
of 27.04.2018

This report concludes, i.a., that currently the primary rodent cell is the best method
available for NT evaluation, until fit-for-regulatory- purposes-hiPSC test systems for NT
evaluation exist (Human Induced Pluripotent Stem Cells). The results from this literature
study can be used in the meantime to select test systems according to suspected MoA. The
report provides many recommendations, including possible follow-up activities for EFSA.

EFSA Technical Report on recurring issues in mammalian toxicology

2018
EN-1485

EFSA 2018; EN-1485
of 04.09.2018

This Technical Report provide recommendations and planning on recurring issues in
mammalian toxicology. It was drafted following a general Pesticide Peer Review meeting
(#170, 11-14.12.2017) with Member State experts. The following topics are covered:
genotoxicity of ppps,
(Q)SAR principles,
Read-across principles,
Guidance on
o residue definition,
o dermal absorption
Developmental Neurotoxicity

EFSA Guidance on Uncertainty Analysis in Scientific Assessments

Cumulative Assessment Groups
Epidemiology
in vitro comparative metabolism,
phytotoxicity and historical control
data (workshop)
non-dietary exposure

2018
5123

EFSA 2018; 16(1): 5123
of 23.01.2018
This Guidance comes
together with a Scientific
Opinion, EFSA 2018;
16(1): 5122 of 23.01.2018

"Uncertainty analysis is the process of identifying limitations in scientific knowledge and evaluating their
implications for scientific conclusions", is explained in the abstract of this EFSA Guidance.
The Guidance itself is intentionally concise (39 pages), and contains references to the
relevant sections in the accompanying Scientific Opinion (235 pages, EFSA 2018; 16(1):
5122 of 23.01.2018).
The Guidance distinguishes 4 main types of scientific assessment (standardised assessments,
Case- specific assessments, Development or revision of Guidance Documents, and Urgent
assessments), and guides the reader to which type of uncertainty analysis is appropriate for
each type of assessment. The Guidance describes the roles of assessors and decision-makers,
and how the uncertainty analysis must be "fit for purpose", allowing decision-makers to
resolve the impact of uncertainty on decision-making.

EFSA Guidance Consumer intake model PRIMo 3.0

2018
5147
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EFSA 5147
15.01.2018

Version 3.1

Since 2007, the EFSA PRIMo (Pesticide Residue Intake Model), an Excel-based
calculation spreadsheet, is the standard tool used at EU level to perform the dietary risk
assessment for pesticide residues, both for MRL- setting under Regulation 369/ 2005 and
evaluations under Regulation 1107/ 2009. The model was updated in 2018 with regard to
food consumption data derived from more recent dietary food surveys. In addition, new
functionalities were included in the calculation spread sheet to make the tool more userfriendly and to allow automatic integration of the EFSA PRIMo in the workflows where
dietary risk assessments are performed.
NOTE: the model was updated in March 2019 to P RIM o 3.1 (see EFSA EN-1605)

EFSA/ECHA Guidance on Endocrine Disruptor identification

2018
5311

2018 06 07
Guidance adopted on
05.06.2018
Applicable from 10.11.2018,
(Com. Notice 2018/ C
340/ 03)

This Guidance describes how to perform hazard identification for endocrine-disrupting
properties by following the scientific criteria which are outlined in Regulation 2017/ 2100
(biocides) and 2018/ 605 (plant protection products). Like the criteria to identify endocrine
disruptors, this guidance document is largely based on WHO/ IPCS definition of an
endocrine disruptor (WHO/ IPCS 2002).
The Guidance mainly addresses the effects caused by EATS modalities, for which there is
currently the most knowledge available. However, the general principles outlined in the
assessment strategy are also applicable to other endocrine (non- EATS) modalities. It may,
in some cases, be already possible to reach a conclusion on a non-EATS endocrine modality.
The focus of this guidance is on vertebrate organisms, for which the current understanding
of the endocrine system and availability of test methods is most advanced, i.e. mammals,
fish, and amphibians.
Due to the scarce knowledge on the endocrinology for non-target invertebrates, this
guidance does not specifically cover those organisms and therefore the generation of specific
data will not be triggered by applying the strategy developed in this guidance.
See also: OECD 150

EFSA Scientific Opinion the UK Guidance on aged sorption studies

2018
5382

EFSA 2018; 5382
of 27.08.2018

This Scientific Opinion follows the 2015 "Statement on the FERA proposal (report
4175)". At the time the PPR could not recommend the use of the guidance. With the
underlying data available to the Panel, this Scientific Opinion presents the conclusion that
the guidance could generally be well applied and produced robust and plausible results.
The Scientific Opinion makes several recommendations and considers that the guidance is
suitable for use in groundwater leaching assessment, once those recommendations are
implemented. At the time of publicationb there is no software tool available, leaving the
guidance suitable only for expert use.

Working Document AIR 5 Work Programme

2018
10048

SANTE-2018-10048 rev1
of 06.2018

The AIR 5 programme covers all substances with an expiry date in the years 2022, 2023
and 2024. Deadlines for application for renewal for these 66 active substances fall
between 01.01.2019 and 31.12.2021, three years before the expiry date of each substance.
The Working Document describes two groups of substances: those for which the expiry date
will be extended, in order to spread the workload more evenly, and those for which no
extension is foreseen.
The substances for which expiry dates will be extended can be split in two categories:
1. substances that should be grouped together because they share similar properties, in

order to facilitate the peer review and assessment by EFSA. To be extended by periods
ranging 1 year 4 months to 2 year 4 months:
o fluxapyroxad, bixafen, sedaxane, penflufen and penthiopyrad
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o
o
o
o

disodium phosphonates and potassium phosphonates
eugenol, geraniol, and thymol
T. atroviride and T. asperellum
benzovindiflupyr and isopyrazam
2. to avoid a peak in the workload in 2021: only substances that are not CfS, and not
expected to fail the approval criteria, to be extended by 1 year:
o 1,4 dimethylnaphthalene, Adoxophyes orana granulovirus strain BV0001, Aureobasidium pullulans strain DSM 14940, Aureobasidium pullulans strain
DSM 14941, Bacillus pumilus QST 2808, Benalaxyl-M,
Benzovindiflupyr, Candida oleophila strain O, Paecilomyces fumosoroseus strain
Fe9901, Pseudomonas sp. strain DSMZ 13134, Pyridalyl, Pyriofenone,
Pyroxsulam, S-Abscisic acid, Sedaxane, Sodium silver thiosulphate,
Spinetoram, Spiromesifen, Streptomyces lydicus WYEC 108, zucchini yellow
mosaik virus - weak strain.

Guidance on dermal absorption

2018
10591

SANTE/2018/10591 rev.1
24.10.2018
applicable to submissions
made after 25.08.2018

This Guidance is the formal adoption of the EFSA Guidance on dermal absorption (EFSA
J ournal 2017;15(6):4873).
It replaces and supersedes the previous adoption of 25.05.2018.
The revisions adds to the EFSA Guidance an interpretation of a “concentrate” (> 5% ) and
a “dilution”. (≦5% )

Revised Guidance Document 150 on Standardised Test Guidelines for
Evaluating Chemicals for Endocrine Disruption
OECD 150
18.02.2019

150

The OECD Guidance was published first in 2012. The updated version reflects new and
updated OECD test guidelines, as well as scientific advances in the use of test methods and
assessment of the endocrine activity of chemicals. The document is intended to provide
guidance for evaluating chemical using standardised test guidelines. Specific objectives
include providing a description of the OECD conceptual framework for evaluating
chemicals for endocrine disruption, background on the standardised test methods
used, and guidance for interpreting the outcome of individual tests. The general approach
taken by the document is primarily to provide guidance on how test results might be
interpreted based on the outcome of standardised assays. Key questions addressed in the
document concern likely mechanisms of endocrine action and any resulting apical effects
that can be attributed to such action. The document is not proscriptive but provides
suggestions for possible next steps in testing (if any) which might be appropriate for a
regulatory authority to take, given the various data scenarios. The guidance document is
focused primarily on endocrine modalities included in the conceptual framework;
estrogen, androgen, and thyroid mediated endocrine disruption and chemicals that
interfer with steroidogenesis.

EFSA External Scientific Report on the applicability of existing
(Q)SAR models for predicting genotoxicity of pesticides
EFSA EN-1598
21.03.2019

2019

2019
EN-1598

This report presents an evaluation of the different facets of the use of in silico models
((Q)SAR and read across). Its purpose is to facilitate the practical implementation of the
Guidance on the establishment of the residue definition for dietary risk assessment (2016, EFSA 4549).
Because comprehensive toxicological information is usually not available for metabolites,
that guidance proposes the use of QSAR and read across for the assessment of genotoxic
potential of all metabolites as a first step in the residue definition procedure.
See also the recommendations of the PPR Panel Scientific opinion.
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PRIMo 3.1

2019
EN-1605

EFSA EN-1605
29.03.2019

Version 3.1

The guidance document of Jan. 2018 on the use of EFSA PRIMo revision 3 was updated,
following feedback from users. The update includes editorial modifications and corrections
of input values used for the calculation of the exposure assessments. This technical report
summarises the modifications introduced in EFSA PRIMo revision 3.1.
The new spreadsheet allows converting the MRLs derived from the database of the
European Commission in a format compatible with the EFSA PRIMo;
Correction of a number of large portion consumption data (LP);
Correction of unit weight data;
Correction of TMDI calculation (supplementary information for risk managers);
Correction of the calculation of the threshold residue in processed products (IESTI
case 2a and 2b);
Editorial modifications.

EFSA Statement on genotoxicity of chemical mixtures

2019
5519

EFSA 2019; 5519
16.01.2019

This Statement provides technical guidance on how to approach the genotoxicity
assessment of chemical mixtures, based on the available know-how of the genotoxicity of
the components of that mixture.

Table 8
76

List of approved and pending substances
consultation
start

05.04.17 = start of EFSA public consultation
(01.06.17) = last known expected starting-date, according to EFSA
consultation planner

EFSA
Conclusions

Publication dates and report numbers of EFSA peer review
conclusions. “conf” = peer review of confirmatory data.
COM/BBA/PSD means peer review conducted prior to EFSA
involvement (no published peer review conclusions)

Approval
date

pLR = potentially Low Risk substance as in COM
Notice 2018/ C 265/ 2
CfS = Candidate for Substitution (CfS)=draft
LRS = Low Risk Substance
c
substance: no application received before appl. date: expiry date will be final.
d
substance: application received, but no dossier submitted before subm. date.
Expiry date will be final.
f
substance: application withdrawn
Date of most recent approval. “pending” = not (yet) approved, on-going
evaluation/decision

authorised
(applied)

Expiry date:

01.01.21: current expiry date of approval. Will be extended until

conf. data
deadl.

Information as reported in Commission database on 28.02.17
MSs sorted by size & grouped by color: North Central South
fi nl it means: authorised, (fi) (nl) (it): applied, not yet authorised.
“Confirmatory data” = submission deadline for confirmatory data.
“flex” means deadline is linked to flexible date (e.g. x months after
adoption of a specific Guidance document)

Status

Substance

BS = Basic Substance
Syn = Synergist
Sfnr = Safener

Air

Renewal Programme, group and batch number

prev RMS
Co-RMS

RMS = RMS responsible for evaluation supporting current approval or for
ongoing or upcoming evaluation.
RMS = RMS responsible for evaluation supporting previous approval, or current
approval if another RMS is allocated for ongoing or upcoming evaluation.
01.01.18 = deadline for application for renewal

Appl.date
Subm.datea

DAR
RAR

CMR
classification

01.07.18 = submission deadline. For AIR 4.2, AIR 4.4.1 and AIR 4.4.2 deadline
will be extended until:
01.07.21a = extended submission deadline, if application is received before the
deadline.
xx.xx.xx = no application was received, current expiry date is final date.
01.16
RMS publication date of DAR
01.16

(<02.18)
(01.01.17)

Status

RMS publication date of RAR
calculated latest date for RMS production of DAR (=22m after
dossier submission)
calculated latest date for RMS production of RAR (=12m after
dossier submission)
Approv.
date

Substance

Expiry
date

Air Co-RMS Appl.dat
e
Subm.dat
pre
e
v
RM
S

(E,Z)-3,8-Tetradecadien- 01.09.09 31.08.20 4 2
1-yl acetate
12.09.14

IT

FR 31.08.16
28.02.18

DAR
RAR

consultation
start

EFSA
Conclusions
date
doc #

CMR classification:
CLP = published classification under Reg. 1272/ 2008;
int ent refers to
†† “intention” to submit CLH proposalis notified by
Member State (ms). “?” means “no details on intention”;
† CLH proposal submitted by (ms) with ongoing or
completed consultations;
no † or †† , and no (ms) means: RAC opinion adopted,
Publication ATP (see column CLP) usually 6-18m later;
e EFSA refers to “classification and proposed labeling” as
published in EFSA Peer Review conclusions. EFSA proposals
are not part of the classification process: EFSA reports state
that “Proposals for classiﬁ cation (… ) are not formal proposals”.
EFSA suggested classifications are often followed by a
different CLH proposal or by none at all, and final RAC
opinions and CLP classifications do not always follow the
EFSA suggestion or the CLH proposal.

authorised (applied)
north central south

uk it el

conf.
data
deadl.

31.12.15
31.12.16

CMR classification
CLP

intent EFSAe
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01.01.24a, if a valid application is received before application deadline (see
column “Appl.date”)

1-Decanol
CfS

IT

31.05.18
30.11.21 (30.11.22)
PT 31.03.13
30.04.15 04.17
26.07.17

24.09.10
06.04.16
18.07.15
03.07.18

1715
de pl be hu fr it el pt hr
31.05.13
1010econf
30r
dk de uk pl nl be cz hu at sk ie
5308
si fr it es el pt bg hr

FR 31.12.18
30.06.21 (30.06.22)
FR 31.12.18
30.06.21 (30.06.22)
07.07.15 02.17
10.05.17

23.02.11
15.04.15
23.02.11
15.04.15
19.11.18

2020
be at si fr it es pt cy
31.12.13
conf.790e
2019
de uk nl be cz ie (si) lu fr it (es) 31.12.13
conf.789e el pt hr cy (mt)
5464

PL 30.06.21
30.12.22a

18.10.13 3229
(uk) nl at
17.05.17 conf.1225e

30.06.16

2-Phenylphenol

01.01.10 31.12.21 4 4.1 ES
ES

EL 31.12.16
30.06.19 (30.06.20)

30.03.09 217r

31.12.11
31.12.12

24-epibrassinolide
2,4-D

pending
01.01.16 31.12.30 2

30.05.17 05.18
PL
02.13

16.01.19
--11.03.15 3812

2,4-DB

01.11.17 31.10.32 3 2

30.06.15 31.05.16 4500

es el pt hr cy

R2 e
2011

R2 e
2011

†none none e
01.04.19 2013
(nl)
†none C2e
26.05.14 2009

(es)

CfS

AT
EL

EL
BE
2,5-Dichlorobenzoic acid 01.09.09 31.08.22 4 4.2 DE
methylester
FR
6-Benzyladenine
01.06.11 31.05.24 4 4.2 FR
SE
8-Hydroxyquinoline
01.01.12 31.12.21 4 3 ES
04.12.17
ES

ABE IT 56

pending

FR

EL 31.10.29 31.05.15
21.03.16
AT 31.08.16
29.02.20 (28.02.21)
NL 31.05.18
30.11.21 (30.11.22)
NL
11.09
01.15
31.12.18
30.06.19 (30.06.20)
MT
06.06
30.04.16 04.15
30.10.16 (30.10.17)
27.05.16 06.17

Acequinocyl

01.09.14 31.08.24 5

NL
DE

NL 31.08.21
28.02.22

Abamectin

01.05.09 30.04.19 4
03.04.17 30.04.20

1 NL
AT

se dk fi lt lv ee de uk pl ro nl be 04.06.16
cz hu at sk ie si lu fr it es el pt bg 04.12.17
hr cy mt
uk nl be ie lu fr it es el pt
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01.06.11 31.05.24 4 4.2 IT
PL
1-Methyl-cyclopropene 01.04.06 31.10.19 3 6 UK
UK
NL
1-Naphthylacetamide
01.01.12 31.12.21 4 4.1 FR
31.12.23
HU
1-Naphthylacetic acid
01.01.12 31.12.21 4 4.1 FR
31.12.23
HU
1,3-Dichloropropene
pending
ES
1,4-Diaminobutane (see
Putrescine)
1,4-Dimethylnaphthalene 01.07.14 30.06.24 5
NL
AT

R2 e
2015

21.10.08 180r

at fr

22.10.10 1716

se dk (fi) ee de uk pl nl be cz hu
at sk ie si lu fr it es el pt hr
si es (el) pt cy mt
31.12.13 R1b

30.04.15 28.01.11 1964
13.06.16 4493

2017

R2 e
R1b

R2e

05.06.15 2011

R1be
2016

29.07.08 147r
04.06.15 24.05.16 4491

se dk fi lt lv ee de uk pl ro nl be flex
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

R2

R2

R2e

2012

2010

2008

none

none

2010

2013

30.08.17 27.09.18 5400
02.05.13 3212

de pl nl be cz at si lu fr it el

31.08.16 none
2012

77

Acetamiprid

Acetic acid
Acibenzolar-S-methyl
CfS

Aclonifen
Acrinathrin

Expiry
date

Air

01.03.18 28.02.33 3

Co-RMS Appl.date
Subm.date
prev
RMS
4 EL
NL

Amidosulfuron

EFSA Conclusions
date
doc #

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

17.12.15 11.11.16 4610

se dk fi lt de uk pl ro nl be cz hu
none
(2009)
at sk ie si lu fr it es el pt bg hr
cy mt
25.01.13 3060
se dk de uk nl be (cz) at ie lu fr 31.12.15
28.03.17 conf1194e (it)
26.08.15 3691
uk nl be cz fr it es el pt (bg)
01.06.17

NL 31.08.16
29.02.20 (28.02.21)
ES
01.13
---

01.08.09 31.07.22 4 4.2 DE
NL
01.01.12 31.12.21 4 4.1 FR
31.12.23
FR

NO 31.07.16
31.01.20 (31.01.21)
ES 31.12.18
30.06.21 (30.06.22)

21.10.08 149r
13.12.10 1872
19.12.13 3469

se dk fi lt lv ee de (uk) nl be cz 01.08.11 C2
2013
at lu fr it es el cy
fr it es el pt cy mt
flex
31.12.13

01.02.13 31.01.23 5

DE
DE

FR 31.01.20
31.07.21a (31.07.22)

23.04.12 2654

dk de uk pl be at fr (el)

01.03.05 31.07.19 3

5 BE
BE

Aluminium potassium pending
sulphate dodecahydrate
Aluminium silicate
01.09.09 31.08.20 4

Ametoctradin

ES 30.04.14 11.15

consultation
start

01.09.09 31.08.22 4 4.2 DE
AT
01.04.16 31.03.31 2
FR

Alphamethrin (see Alpha-Cypermethrin)
pLR Aluminium ammonium 01.09.09 31.08.20 4 2 PT
sulphate
IE
Aluminium phosphide 01.09.09 31.08.22 4 4.2 DE
AT

Aluminium sulphate

DAR
RAR

DE

EL 31.07.14 04.17

09.08.17 10.09.18 5403

PT 31.08.16
28.02.18 (28.02.19)
EE 31.08.16
29.02.20 (28.02.21)

15.03.12 2491

uk ie

15.01.09 182r

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

HR 31.12.15
30.06.16 10.18

10.02.12 2517
be hu fr es el
02.07.14 conf.625e
05.11.10 1889
nl
08.11.12 2921

09.01.08 116r
29.01.19

lt lv ee de uk pl nl be cz hu at
sk ie si lu fr it es el pt bg hr cy
mt
se fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg
hr

C2e

21.12.17 2016

(nl)

R2 e
C2 e
2008

C2 e

none

†none

2009

22.01.16 2018
(be)

01.01.16
none
2009
2013

05.08.15 (<06.17)

2 HU FR 31.08.16
EL
28.02.18 (28.02.19)
01.06.11 31.05.24 4 4.2 NL CZ 31.05.18
NL
30.11.21 (30.11.22)
01.08.13 31.07.23 5
NL NL 31.07.20
DE
31.01.21
01.01.09 31.12.19 3 10 AT
FI

se dk fi lt lv ee de uk pl ro be cz
hu at sk (ie) si lu fr it es el pt bg
hr cy

†C2R2

01.05.13
30.11.11

none
2013

none
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pLR Adoxophyes orana
granulo-virus strain BV0001
Alpha-Cypermethrin

Approv.
date
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Substance

Aminopyralid

01.01.15 31.12.24 5

UK DK 31.12.21
FI
30.06.22

11.09.13 3352

dk fi lt lv ee de uk pl ro nl be cz
hu at sk ie lu fr it es el (pt) bg
hr (cy)

Aminotriazole (see
Amitrole)
Amisulbrom

01.07.14 30.06.24 5

UK FI
EL

11.07.14 3237

se fi lt lv ee de uk pl ro nl be flex
C2
C2
R2e
(cz) (hu) at (ie) lu fr it es el pt 30.06.16 04.10.18 10.03.16 2014
hr
fr (es) (el) bg

pLR Ammonium acetate

01.09.09 31.08.19 4
?
LR Ampelomyces quisqualis 01.08.18 01.08.33 3 5
strain AQ10
pLR Ascorbic acid
01.07.14 30.06.24 5
Asulam sodium

pending

PT
FR

11.01.12 2505
DE 31.07.14 09.16

09.01.17 15.12.17 5078

ES 31.05.18
30.11.21
FR 31.12.18 07.09
--(30.06.22)
NO 31.12.18 05.09
30.06.22

25.04.13 3197
10.05.17 conf.1223e
20.04.18 5251

dk de uk nl be sk ie si lu fr it es
el cy
nl
30.06.16
none

none

04.10.18 09.12.16

09.11.11 2435
25.04.13 3183

de pl nl be hu at sk si fr it es el
pt

17.03.11
13.09.18
26.03.10
24.10.14
15.04.10
10.12.14

se dk lt lv ee de uk nl be cz hu 31.12.13
at sk si lu fr it es el pt bg cy
ro hu fr it es el pt
31.12.13 none

1858
5234
1554
conf.683e
1542
conf.718e

2009

se dk fi lt lv ee de uk pl ro nl be 31.12.13 none
1998
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

pending

NL

23.10.15 12.17

02.03.18

01.06.17 01.06.32

FR

04.09.13 03.15

19.05.15 24.06.16 4494

(nl) (at) (si)

16.09.16 16.09.26

FR

16.09.23 12.14

17.02.15 08.01.16 4359

(se) (fi) (uk) (nl) (cz) (hu) (es) (el)

01.04.15 31.03.25

DE

31.03.22

04.04.14 3624

1107 Vademecum

NL FR 30.06.21
NL
30.12.21
UK
30.06.14 04.16
06.07.16
(FR)
AT DE 31.01.21
AT
31.07.22a (31.07.22)

Aureobasidium pullulans 01.02.14 31.01.24 5
strains DSM 14940 and
DSM 14941
Avermectin (see Abamectin)
Azadirachtin
01.06.11 31.05.24 4 4.2 DE
(CAS 11141-17-6)
DE
Azimsulfuron c
01.01.12 31.12.21 c 4 4.1 SE
EL
Azoxystrobin
01.01.12 31.12.21 4 4.2 UK
31.12.24
AT
Bacillus
amyloliquefaciens Strain
AH2
LRS Bacillus
amyloliquefaciens Strain
FZB24
Bacillus
amyloliquefaciens Strain
MBI 600
pLR Bacillus
amyloliquefaciens
subsp. plantarum D747

30.06.21
30.12.21

none
08.06.18

none

uk be si fr it es el cy

79

Approv.
date

Expiry
date

Air

pLR Bacillus
01.02.07 30.04.19 3 8
amyloliquefaciens strain
30.04.20
QST 713 (formerly B.
subtilis)
pLR Bacillus firmus I-1582
01.10.13 30.09.23 5
pLR Bacillus pumilus QST
2808

pLR

pLR

pLR

pLR
pLR

DAR
RAR

DE
DE

DK 31.01.14
SE 31.10.15 05.18

FR
FR
NL
IT

DK 30.09.20
30.03.21
NL 31.08.21
28.02.23a

consultation
start

EFSA Conclusions
date
doc #
COM

05.09.08

16.10.12 2868
16.08.13 3346
23.10.17 conf.1308
e
27.03.17 08.06.18 5261

Bacillus subtilis strain
pending
NL
23.06.15 02.17
IAB/BS03
Bacillus subtilis strain QST 713 (see Bacillus amyloliquefaciens strain QST 713
Bacillus thuringiensis
01.05.09 30.04.19 4 1 IT DE 30.04.16
subsp. Aizawai strain
NL
30.10.16 09.18
22.03.19
ABTS-1857
Bacillus thuringiensis
01.05.09 30.04.19 4 1 IT DE 30.04.16
subsp. Aizawai strain
NL
30.10.16 (30.10.17)
GC-91
Bacillus thuringiensis
01.05.09 30.04.19 4 1 IT ES 30.04.16
subsp. Israeliensis
30.04.20
SE
30.10.16 (30.10.17)
(serotype H-14) strain
AM65-52
Bacillus thuringiensis
01.05.09 30.04.19 4 1 DK NL 30.04.16
subsp. Kurstaki strains
30.04.20
DK
30.10.16 (30.10.17)
ABTS 351, PB 54, SA 11,
SA12 and EG 2348
Bacillus thuringiensis
01.05.09 30.04.19 4 1 IT DE 30.04.16
subsp. Tenebrionis strain
IT
NB 176
(TM 14 1)c
Beauveria bassiana
06.06.17 06.06.27
FR
05.03.13 07.14
19.12.14
strain 147
07.15
08.15
Beauveria bassiana
01.05.09 30.04.19 4 1 DE NL 30.04.16
strain ATCC 7404
30.04.20
DE
30.10.16 (30.10.17)
Beauveria bassiana
01.05.09 30.04.19 4 1 DE NL 30.04.16
strain GHA
30.04.20
DE
30.10.16 (30.10.17)

authorised (applied)
north central south

CMR classification
CLP intent EFSAe

se dk fi lt lv ee de uk pl nl be cz
(at) ie si lu fr it es el pt cy

se dk uk nl (cz) (hu) (at) (si) fr it
es el pt
fr
31.08.16

30.01.13 3063

se dk fi de uk pl nl be at si lu fr
it es el pt bg cy

30.01.13 3063

se dk fi de uk pl nl be at si lu fr
it es el pt bg cy

09.04.13 3054

dk de uk nl at es

23.02.12 2540

se dk lt de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt bg hr
cy mt

25.01.13 3024

de pl hu at fr it es hr

28.10.15 4261

fr (es)

07.01.13 3031

se dk fi de uk nl be hu at ie si it
es el cy
dk de uk nl be hu (at) ie si it es
el cy

07.01.13 3031

conf.
data
deadl.
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pLR

01.09.14 31.08.24 5

Co-RMS Appl.date
Subm.date
prev
RMS
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Substance

BS

19.02.19 19.12.29

NL

02.06.15 02.16

13.05.16 28.09.17 4831

20.02.19 20.02.29

NL

02.06.16 12.16

03.03.17 30.04.18 5230

at

07.06.17 07.06.27

FR

05.02.13 07.14

19.12.14 29.10.15 4264

(es) (bg)

LT 31.07.15 (31.07.16)

Benalaxyl

01.03.05 31.07.19 3

Benalaxyl-M

01.05.14 30.04.24 5

Benfluralin

01.03.09 28.02.19 4
29.02.20

9 DE
DE
5 PT
RO
PT
PT
1 BE
NO

Bensulfuron methyl

01.11.09 31.10.22 4 4.2 IT
IT
01.08.01 30.06.18 2
NL
01.06.18 31.05.25

2017

05.12.17 none, BS
01.12.07 31.07.19 3

Benthiavalicarb

01.08.08 31.07.19 3 10 BE
PL
Benzoic acid
01.09.17 31.08.32 3 3 DE
HU
Benzothiadiazole (see Acibenzolar-S-methyl)
Benzovindiflupyr
02.03.16 02.03.23 5
FR
FR
Beta-cyfluthrin
01.01.04 31.10.19 3 2 DE
DE
Bifenazate

Bifenox

01.12.05 31.07.19 3

5 NL
SE

01.01.09 31.12.19 3 10 BE
PL

14.06.17 1253e
COM

PT 31.07.14 01.09.16 25.11.16
01.09.17 16.01.18
IT 30.04.21
30.10.22a
NL
28.02.16
28.08.16 08.17
01.12.17
ES 31.10.16
30.04.20 (30.04.21)
DE
12.13

FR 31.07.15
10.17
NL 31.01.14 12.15

COM
04.04.13 3148
07.08.08 127r
23.07.12 conf.2800

no authorisation required
de pl be cz sk si lu fr es bg hr
uk pl ro cz hu sk ie si fr it es el
pt bg hr cy mt
de pl ro nl be cz hu at sk fr it es
el pt cy mt
nl be hu ie fr it es el cy
01.03.11

(no)
15.01.09 178r
20.04.15 4077

01.08.07 107r
09.03.18
17.02.16 19.12.16 4657

(se) (uk) ro (cz) hu (ie) (si) fr it 31.10.11
es pt (mt)
dk fi lt lv ee de uk pl ro nl be cz 01.02.19
hu sk ie si lu fr it es el pt bg hr cy
(mt)
dk de uk pl ro nl be cz hu at sk
ie lu fr it es el pt bg
fi lt lv de uk pl nl (cz) hu at (si)
(it) (es) pt hr

AT 02.03.20
18.03.15 4043
se fi lt lv ee de uk pl ro nl be (cz) flex
02.09.20
09.06.17 conf.1230e hu at ie si lu fr (it) es (bg) hr
02.09.16
HU 31.10.13 08.03.17 07.04.17 14.09.18 5405
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk si fr it es el pt bg cy
IT

31.07.14 01.16

BE 31.12.15
30.06.16 (30.06.17)

(RAR
31.08.18 2017: C2)

††C2

07.05.16 31.01.17 4693

14.02.08 119r

se dk fi de uk pl ro nl be cz hu
at ie fr it es el pt bg cy mt

††R2

R2 e

30.12.18 2015

(nl)
C2
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Bentazone

CfS

nonee

Beauveria bassiana
strain IMI389521
Beauveria bassiana
strain PPRI 5339
Beauveria bassiana
strain NPP111B005
Beer
Beflubutamid

none
2016

nonee

none

none

2016

04.12.14 2015

none

none

R2e

2008

12.18

2018

none

(de)
none

2015

05.12.13

se fi lt lv ee de uk pl ro nl be cz
hu at sk fr it es bg

81

Approv.
date

CfS

01.08.12 31.07.21 4 4.1 FR
application
BE

Bifenthrin

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

consultation
start

HU 31.07.16
31.01.19 (31.01.20)

02.04.09
19.05.11
13.03.15
14.04.16
25.10.10

withdrawn

Bispyribac
Bixafen
pLR Blood meal
CfS

Bordeaux mixture (see
Copper compounds)

01.08.11 31.07.23 4 4.1 IT
IT
01.10.13 30.09.23 5
UK
CZ
01.09.09 31.08.20 4 2 BE
AT
01.12.09 31.01.19 3 7 FR
13.02.15
FR

PT 31.07.18
31.01.21
BE 30.09.20
30.11.22a
LT 31.08.16
28.02.18 02.19
DE 30.11.13
12.16

CfS

Bromadiolonec
Bromoxynil

CfS

FR 31.07.15
31.01.16 11.18

01.06.11 31.05.21 4

RO 31.05.18

01.03.05 31.07.19 3

Bromuconazole

01.02.11 31.01.24 4

Bupirimate

01.06.11 31.05.24 4

3 SE
IT
5 FR
FR
4.2 BE
BE
4.2 NL
NL
4.1 UK
IT

DE 31.07.14 03.16
CZ 31.01.18
31.07.21b
PL 31.05.18
30.11.21
AT 31.01.18
31.07.20b

Buprofezin

01.02.11 31.01.23 4

Calcium carbide

01.09.09 31.08.22 4 4.2 PT
EE
01.09.09 31.08.20 4 2 ES
ES
01.07.15 none, BS

CZ 31.08.16
29.02.20
HU 31.08.16
28.02.18 (28.02.19)

01.09.09 31.08.22 4 4.2 DE
AT

DE 31.08.16
29.02.20 (28.02.22)

pLR Calcium carbonate
BS

01.08.08 31.07.19 3 10 DE
SK

Calcium hydroxide
Calcium phosphide

authorised (applied)
north central south

186r
(cz) (at)
2159
conf.780e
conf.1019e
1692
ro it es el pt bg

15.10.12 2917
03.10.11 2394

conf.
data
deadl.

CMR classification
CLP intent EFSAe
C2 e

31.07.13 C2
31.07.14 2013

31.07.13

se fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es pt bg hr
se lt lv ee de be at fr
01.03.13

25.03.19
22.10.08
22.05.13
03.02.17 16.01.18
26.09.18
25.01.19
13.10.10
01.06.16 14.06.17
28.07.08
27.08.10
05.10.10
28.07.08
03.06.10
07.08.15
24.10.11

187r
ro be hu si it el pt cy mt
conf.3235
5152
conf.1486e
COM
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt
1783
ro nl fr it
30.11.11
31.05.13
4790
dk fi de uk pl ro nl be cz hu at
sk ie si lu fr it es el pt bg hr mt
136r
de uk pl (nl be cz hu at sk ie fr flex
1704
it es
31.01.13
1786
uk pl nl hu at ie fr it es el pt hr 30.11.11
cy mt
31.05.13
128r
dk fi uk nl be (cz) (hu) (at) si it 31.01.13
1624
es pt (bg)
conf.4207
2419
lv ee de hu (cz) si

25.07.11 2298
24.09.13 488e
18.08.14 655e
22.10.08 183r

none
2016

R1b

2016

14.03.14 2010

R2

R1b e

2001

2017

R2 e
nonee

C2

C2

2016

06.06.14 2010

01.03.13
no authorisation required
lv de pl cz hu at si lu

R1ae

R1b

none
2015
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Boscalid

EFSA Conclusions
date
doc #
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Substance

Calcium polysulphid (see Lime
sulphur)
pLR Candida oleophila strain 01.10.13 30.09.23 5
O
Capric acid
01.09.09 31.08.20 4
Caprylic acid

01.09.09 31.08.20 4

Captan

01.10.07 31.07.19 3

Carbetamidec

01.06.11 31.05.21c 4

Carbon dioxide

01.09.09 31.08.20 4

Carboxin

01.06.11 31.05.23 4

Carfentrazone-ethyl

01.08.18 31.07.33 3

1 FR
BE

Carvone

01.08.08 31.07.19 3 10 NL
NL
BS Castanea and Schinopsis pending
tannins
LRS Cerevisane
23.04.15 23.04.30
FR

DE 30.09.20
05.11.12
30.03.22a
AT 31.08.16
07.01.13
28.02.18 (28.02.19)
AT 31.08.16
07.01.13
28.02.18 (28.02.19)
IT 31.07.15
31.08.09
31.01.16 12.17
17.04.18
BE 31.05.18
14.12.10

2944

uk nl (hu) at fr (it) (el)

3023

se dk fi nl (cz) at it es

3023

se fi (cz) it

296r

lt lv ee de uk pl ro nl be cz hu at 01.10.09 C2
2009
sk ie si lu fr it es el pt bg hr cy
de uk nl be fr es
C2R1b C2R1b

1913

2017

AT 31.08.16
28.02.18 (28.02.19)
LV 31.05.18
30.11.20

08.05.13 3053

06.09.17 07.08.18 5390

2009

C2R2e

12.03.15 2010

de uk (it)

18.10.10 1857
lt lv ee uk pl ro cz hu sk ie si fr flex
--03.12.15 conf.908e it es pt bg hr cy
30.11.11
31.05.13
FR 31.07.13 30.06.15 06.09.15 30.08.16 4569
se fi de uk pl nl be cz hu at sk flex
ie lu fr it es el pt mt
flex
SE 31.07.15 06.17

C2R2e

dk de nl

none

C2e

05.12.17

2010

††C2

C2e

29.03.19

2016

none

(be)
none

2015

04.06.13
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application
withdrawn

UK
SI
2 IE
EL
2 IE
EL
9 IT
AT
3 FR
SE
2 UK
FR
4.1 UK
HR

16.01.18 1362e
23.04.27

25.06.14 3583

nonee

(uk) (at) (es)

2014

BS

Chitosan hydrochloride 01.07.14 none, BS
Chlorantraniliprole
01.05.14 30.04.24 5
Chloridazonc
Chlormequat

Chloropicrin

pending

Chlorothalonil

01.03.06 31.10.19 3

Chlorotoluron

01.03.06 31.10.19 3

no authorisation required
de uk pl ro nl be cz hu at sk ie 30.04.16
si lu fr it es el pt bg hr cy mt
de uk pl ro nl be cz hu sk ie fr it
es el hr
26.02.09 179r
se dk fi lt lv de uk pl ro nl be cz 30.11.11 none
2008
17.06.14 conf.619e hu at sk ie si lu fr it es el pt (bg)
hr

DE 30.04.21
30.10.21
PL 31.12.15
xx.xx.xx
IT 30.11.16
30.05.19 (30.05.20)

UK
12.17
IT
6 NL BE 28.02.13 09.16
NL

426e
3143
conf.1099e
108r

none
2009

20.02.18
24.10.16 30.01.18 5126

6 ES FR 28.02.13
BG
30.04.15 (30.04.16) (01.05.17)

PSD

fi lt lv ee de uk pl ro nl be cz hu
(at) sk ie si lu fr it es el pt bg cy
mt
lv ee de uk pl ro (nl) be cz hu at
sk ie si it fr es el pt bg hr

C2

C1b?e

2009

2018

C2R2

83

CfS

IE
IE
01.01.09 31.12.18 3 10 DE
DE
01.12.09 30.11.21 4 4.1 UK
AT

08.05.13
06.06.13
09.12.16
13.08.07

Chlorpropham

Chlorpyrifos

Approv.
date

Expiry
date

Air

01.02.05 31.07.19 3

01.07.06 31.01.20 3

Co-RMS Appl.date
Subm.date
prev
RMS
5 NL
NL

DAR
RAR

ES 31.07.14 04.16

7 ES
ES

PL 30.06.13

7 ES
ES

PL 30.06.13

01.07.06 31.01.20 3

Chlorsulfuronc

01.01.10 31.12.19 4 4.1 EL EL 31.12.16
PL
xx.xx.xx
01.04.15 31.03.25
HU

22.06.16 26.07.17 4903

Clodinafop
Clofentezine

Clomazone

LRS Clonostachys rosea
strain J 1446

31.03.17 None
01.06.11 31.05.23 4 4.1 NL
SE

10.03.09 201r

01.11.08 31.10.19 3 10 DK
DK
01.04.05 31.07.19 3
01.04.19 31.03.34

pl ro cz sk it es el bg

10.02.12 2518

10.04
29.09.05
06.17
04.10.17 16.11.18
03.06
13.08.09
05.12
14.08.17
(30.06.17) (29.10.18)

DE 31.10.15

flex

uk

C2e

30.12.18

2017

(uk)
none

none

2008

22.11.18
09.08.16 14.08.17 4905

C2e

none

none

2016

04.12.15 2009

none

none

2017

04.12.15 2011

30.04.16

no authorisation required
se fi lt lv ee de uk pl ro nl be cz 31.05.13
hu at sk ie lu fr it es el pt bg hr
cy
34ar
dk de uk ro nl (hu) ie fr it es el
5467
pt bg hr cy
269r
uk pl ro nl be sk ie si lu it es el 31.07.11
conf.1271 pt bg hr cy
30.06.12
e
31.07.13

17.08.07 109r

5 HU NL 31.07.14 06.16

††C2

2009

30.09.15
31.03.17

19.07.16 1061e
05.10.10 1771
24.11.11 2417

09.18

C2

uk pl ro be cz hu at sk ie si fr it 01.07.08 none
2008
es el pt bg cy mt

13.12.13 3461

07.01.16
LT 31.05.18
30.11.20

01.02.07 30.04.19 3 8 NL DE 31.01.14
30.04.20
EL
01.01.09 31.12.19 3 10 UK NL
30.04.20
ES
31.12.15
30.06.16

se dk lt lv ee de uk pl ro nl be
cz hu at ie si lu fr it es el pt bg
hr cy mt
ee uk pl ro nl be cz hu at sk lu 01.07.08
fr it es el pt bg hr cy mt

CMR classification
CLP intent EFSAe

se dk lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
se fi ee de uk pl nl be hu at ie
si fr es cy

1107 Vademecum

Clayed charcoal
Clethodim

conf.
data
deadl.

18.10.17

Chromobacterium
pending
NL
17.07.15 (<05.17)
subtsugae strain PRAA41T
Cimetacarb ethyl (see
Trinexapac)
Cintofen (see Sintofen)
Citronella oil
01.09.09 31.08.22 4 4.2 UK UK 31.08.16
FR CZ 29.02.20 (28.02.21)
BS

authorised (applied)
north central south

18.10.17
BBA
conf. RR

04.17

Chromafenozide

EFSA Conclusions
date
doc #

31.01.11 1961
22.04.14 3640
05.17

Chlorpyrifos-methyl

consultation
start
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Status
Substance

nonee

C2e

none
2009

2018

††none
21.12.17
(31.03.19)

(de)
†R1b

nonee

16.11.18 2007

(dk)

Clopyralid

Clothianidin
(no longer supported)

Sfnr Cloquintocet mexyl
Clove oil

LRS Coniothyrium minitans

01.05.07 30.04.19 3
30.04.20

8 FI
FI

01.08.06 31.01.19 3

7 BE
DE

Copper compounds

23.01.06 50r
27.06.14 conf.624e
05.17
23.08.17 03.08.18 5389
ES
COM
18.12.15 conf.925e
31.07.13
08.11.16 conf.4606
31.07.15 (31.07.16) (20.04.18)

pending
01.09.09 31.08.22 4 4.2 UK IT
06.03.14
ES

31.08.16
29.02.20 (28.02.21)

2 DE
NL

EE 31.10.13 05.15

01.12.09 31.01.19 3
13.02.15

7 FR
FR

DE 30.11.13
12.16

CfS

Copper hydroxide (see
Copper compounds)

01.12.09 31.01.19 3
13.02.15

7 FR
FR

CfS

Copper oxide (see
Copper compounds)

01.12.09 31.01.19 3
13.02.15

7 FR
FR

CfS

Copper oxychloride (see 01.12.09 31.01.19 3
Copper compounds)
13.02.15

7 FR
FR

LRS COS-OGA

22.04.15 22.04.30

Cyantraniliprole

14.09.16 14.09.26

Cyazofamid

01.07.03 31.07.19 3

Cycloxydim

BE

22.04.27

UK FR 14.09.23
(FR)
1 FR LV 31.07.13 06.15
FR

01.06.11 31.05.23 4 4.1 AT
NL

03.02.17

03.02.17

03.02.17

DE 30.11.13
12.16

DK 31.05.18
30.11.20

R2e

2009

2018

none

†R2

2009

20.12.17

(de)

17.01.12 2506
05.09.17 conf.1193
e
16.07.15 08.07.16 4517
se dk (fi) de uk pl nl be cz hu at
sk ie lu fr it es el pt

DE 30.11.13
12.16

none

lt (lv) ee de uk ro be at lu fr it
el pt (bg)
fr it es el
30.04.16

DE 30.11.13
12.16

se dk fi lt lv ee de uk pl ro nl be 01.05.09
cz hu at sk ie si lu fr it es el pt
bg hr cy
dk fi (lv) de uk pl ro nl be cz hu 31.12.14
at sk ie (si) lu fr it es el pt bg hr

03.02.17

22.10.08
22.05.13
16.01.18
26.09.18
22.10.08
22.05.13
16.01.18
26.09.18
22.10.08
22.05.13
16.01.18
26.09.18
22.10.08
22.05.13
16.01.18
26.09.18
13.10.14

187r
lt lv de uk pl ro be cz hu at sk si 31.12.16
conf.3235 lu fr it es el pt bg hr cy mt
31.12.17
5152
conf.1486e
187r
lt lv de pl ro be cz hu at sk si lu
conf.3235 it es el pt bg hr cy mt
5152
conf.1486e
187r
pl hu si it es el pt hr cy
conf.3235
5152
conf.1486e
187r
de uk ro be cz hu at sk ie si lu it
conf.3235 es el pt bg hr cy mt
5152
conf.1486e
3868
(uk) pl nl be at fr it es el pt cy

28.05.15 3814
22.07.15 15.06.16 4503

08.07.10 1669

none
2016

1107 Vademecum

01.08.17 31.07.32 3

Strain CON/M/91-08
(DSM960)

CfS

PL 30.04.14

none
2016

none
2016

none
2016

nonee
2016

R2

nonee

2012

2010

85

uk pl ro (nl) (cz) hu (at) ie (si) flex
(it) (es) (el) (bg)
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es pt bg hr
cy mt
se dk fi lt lv ee de uk pl ro nl be 31.05.13 R2
2014
cz hu at sk ie si lu fr it es el pt bg
hr cy

Approv.
date

pLR Cydia pomonella
Granulovirus (CpGV)
Cyflufenamid

01.05.09 30.04.19 4 1 DE NL 30.04.16
30.04.20
DE
30.10.16 (30.10.17)
01.04.10 31.03.23 4 4.2 UK AT 31.03.17
DE
30.09.20 (30.09.21)

Cyflumetofen

01.06.13 31.05.23 5

Co-RMS Appl.date
Subm.date
prev
RMS

NL
ES
IT

AT

DAR
RAR

Cymoxanil

01.09.09 31.08.21 4 4.1 AT
LT

FI

01.03.06 31.10.19 3

6 BE
BE

DE 28.02.13 04.17

3 IE
IE

EE 31.05.18
30.11.18 (30.11.19)

8 FR
FR

BG 30.04.14 06.05
10.17

Cyprodinil

Cyromazinec

Daminozide

Dazomet

Deltamethrin

01.06.11 31.05.21 4

01.05.07 30.04.19 3
30.04.20

AT

31.08.16
28.02.19 (29.02.20)

17.10.08 167r

09.08.17 30.08.18 5402

25.11.10 1897

30.01.06 51r
14.12.17

IT

01.03.06 31.10.19 3

HU 28.02.13
(15.10.16) 02.02.06 61
30.04.15 (30.04.15)

01.06.11 31.05.23 4 4.1 BE NL 31.05.18
BG
30.11.20
01.11.03 31.10.19 3

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

se dk fi de uk pl ro nl be cz hu
at sk (ie) si fr it es el pt bg hr
29.05.09 258r
se lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg
hr cy
23.01.12 2504
nl be (cz) (at) (si) (it) (es) el (bg) 31.05.15
05.12.16 conf.4635 hr cy
30.01.15 3943
fr it es el pt

01.01.10 31.12.19 4 4.1 EL
ES
6 NL
CZ

31.12.16
xx.xx.xx

EFSA Conclusions
date
doc #
04.04.12 2655

31.05.20
30.11.20
08.13
---

01.07.17 30.06.32 2

Cyproconazole

consultation
start

21.10.08 168r

se dk fi lt ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg
hr cy mt
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
fi lt lv ee de uk pl ro nl be cz hu flex
at sk ie si lu fr it es el pt bg hr 30.11.11
cy mt
31.05.13
se dk fi lt lv ee de uk pl ro nl be 01.05.09
cz hu at sk ie si lu fr it es el pt bg
hr mt
pl nl be fr it es el pt bg cy
31.12.11

C2

nonee

05.12.17 2012

R2

R2

R2e

2014

2012

2008

†none

nonee

22.01.16 2018

(be)
C2R1be

R1b

R1b

2017

11.09.15 2010

none

none

2009

(2006)

††none
28.02.19
(gr)

se dk fi de uk pl nl be cz hu at
ie si fr it es el pt cy

††C?
30.12.18
(cz)

07.10.10 1833
uk pl ro nl be cz hu at sk ie si lu 31.05.13 none
2008
18.09.14 conf.664e fr it es el pt bg hr

2 SE AT 31.10.13
BBA
UK
30.04.14 (30.04.15) (06.04.18)
AT
Denathonium benzoate 01.09.09 31.08.22 4 4.2 PT PL 31.08.16
10.01.12 2483
IT
29.02.20 (28.02.21)
Desmedipham
01.03.05 31.07.19 3 5 FI DK 31.07.14 (31.07.15)
FI
12.16
20.02.17 01.02.18 5150

se dk fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg hr
cy mt
se fr it mt
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr

††R?
30.12.19
(be)

none
2009

†R2

C2R2e

12.11.18 2018
(fi)
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CfS

Air

Cyhalofop-butyl

Cypermethrin

CfS

Expiry
date
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Status
Substance

BS

Diammonium
29.04.16 none, BS
AT
phosphate
Diatomaceous earth (see Kieselgur)
Dicamba
01.01.09 31.12.19 3 10 DK
DK
Dichlorprop-P

CfS

Diclofop
Diethofencarbc

CfS

CfS

Difenoconazole

DK
IE

01.06.11 31.05.23 4 4.1 FR
PT
01.06.11 31.05.21c 4 4.1 FR
BE
01.01.10 30.12.19 4 3 FI
IT
01.01.09 31.12.19 3 10 SE
ES

RO 31.12.15
30.06.16 (30.06.17)

14.01.11 1965
dk fi lt lv ee de uk pl ro nl be cz 30.11.13 none
2001
01.04.16 conf1008e hu at sk ie si lu fr it es el pt bg
hr cy mt
PL 31.05.14
07.04.06 52r
dk fi lt lv ee de uk pl be cz hu at
05.11.12 conf.2950 sk ie lu fr it es el bg hr cy
03.17
28.04.17 28.06.18 5288
FR 31.05.18
07.10.10 1718
it es el pt
flex
30.11.20 (30.11.21)
12.01.16 conf.952e
31.05.13
ES 31.05.18
20.09.10 1721
be es
31.05.13
PT 30.12.16
xx.xx.xx
UK 31.12.15
30.06.16 (30.06.17)

Diflubenzuron

01.01.09 31.12.19 3 10 SE
08.06.17
EL

SK 31.12.15
30.06.16 03.18

Diflufenican

01.01.09 31.12.19 3 10 UK
UK
CZ

CZ 31.12.15 03.05
30.06.16 07.18

Dimethachlor

Dimethenamid-P

16.04.09 218r

31.12.09 R1b
30.11.11 2016
07.01.11 1967
se dk fi lt lv ee de uk pl ro nl be flex
17.10.14 conf.680e cz hu at sk ie si lu fr it es el pt 31.05.12
bg hr cy mt
30.11.13
04.08.09 332r
uk pl ro nl be cz hu (at) sk fr it 30.06.11
14.08.18 11.12.15 4222
es el pt bg hr cy
19.09.12 conf.2870
14.02.08 122r
se dk fi lt lv ee de uk pl ro nl be
none
2008
09.10.18
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

01.01.10 31.12.21 4 4.1 DE AT 31.12.16
HR
30.06.19
01.01.04 31.10.19 3

2 DE
DE

no authorisation required

30.10.08 169r

BG 31.10.13 (30.04.15)
06.08.07 53r
30.04.14 08.16
07.10.16 12.04.18 5211

it pt

nonee
2018

R1b

†none

none

08.18
2008
01.04.19
(uk)

C2e

lt lv ee de uk pl ro cz hu at sk ie flex
si fr bg hr
01.01.10
l(se)t lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg
hr

R1ae

14.03.14 2009

1107 Vademecum

CfS

Difenacoumc

01.06.07 30.04.19 3 8
30.04.20

05.10.15 873e

2008

nonee

none

none

2015

04.06.13 2007

nonee
2018

CfS

Dimethoate

01.10.07 31.07.19 3

Dimethomorph

01.10.07 31.07.19 3

Dimethyl disulphide

pending

9 UK BG
IT
30.09.14
31.01.16
9 DE DE 30.09.14
PL
31.01.16
NL
FR
21.12.12

07.05
07.08.06 84r
(31.01.17)
10.07.13 conf.3233
04.17
07.06.17 30.10.18 5454
24.07.06 82r
(31.01.17)
03.18

29.05.18

fi ee de uk pl ro nl be cz hu at 01.10.09
sk ie si lu it es el pt bg hr cy mt
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

†R1b
13.08.18
(nl)

none
08.06.18

87

Approv.
date

CfS

01.10.06 31.01.20 3

Dimoxystrobin

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

7 UK IE
HU

30.09.13
31.07.15 08.17

UK SE

06.14

consultation
start

EFSA Conclusions
date
doc #
30.09.05 46r

21.02.19

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

lt lv ee de uk pl ro be cz hu at 01.10.08 C2R2
2009
sk lu fr bg hr

††C2
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Status
Substance

C2e

31.03.17 2005

(hu)
CfS

Diquat (dibromide)

01.01.02 04.11.18 2
30.07.19

Disodium phosphonate 01.02.14 31.01.24 5
Dithianon

Diuron

Dodine

Emamectin

CfS

BS
CfS

Enilconazole (see
Imazalil)
Epoxiconazole

Equisetum arvense L.
Esfenvalerate

FR
FR
01.06.11 31.05.24 4 4.2 EL
AT

EL 31.01.21
31.07.23a
EL 31.05.18
30.11.21

01.10.08 30.09.19 3 10 DK
DE

DK 30.09.15 16.0331.03.16 19.06.18 25.09.18

01.09.09 31.08.22 4 4.2 NL
NL
01.06.11 31.05.24 4 4.2 PT
ES

IT

01.05.14 30.04.24 5

SI

01.05.09 30.04.19 4 1
30.04.20
01.07.14 none, BS
01.01.16 31.12.22 5

Ethametsulfuron-methyl pending
Ethephon

Ethofumesate

01.08.07 31.07.19 3 9

01.11.16 31.10.31 3 1

NL
NL

31.08.16
29.02.20 (28.02.21)
DE 31.05.18
30.11.21
30.04.21
30.10.21

DE
30.04.16
UK PL 30.10.16 (30.10.17)
PL
UK PT 31.12.19 07.13
AT PT 30.06.20
UK
29.06.10 09.12
NL
NL

PL 31.07.15 11.04
31.01.16 12.17

SE
AT

DK 31.07.13
31.01.14 01.15

31.05.13 3213
21.10.16 conf.1097e

se dk fi lt lv ee de uk pl ro nl be 31.05.13
12.11.15 conf.4278 cz hu at sk ie si lu fr it es el pt bg
hr cy mt
28.01.05 25r
(cz) (ie) (at) (si) (es) (el) bg
C2

17.10.08 170r

R2e

se dk fi lt lv ee de uk pl ro nl be cz
none
1998
hu at sk ie si lu fr it es el pt bg hr
cy mt
(si) fr it pt
31.01.16

nl it el

††C1b

C2e

2009

31.12.18 2005
(de)

R2

R2

2015

13.09.13 2008

21.06.10 1631
se dk fi lt lv ee de uk pl ro nl be 31.05.13
20.08.15 conf.4209 cz hu at sk ie si lu fr it es el pt bg
hr cy
21.11.12 2955
pl ro nl be hu (cz) (at) si fr it flex
(es) el pt bg hr cy

28.07.08 138r
dk lt lv ee de uk pl ro nl be cz flex
12.06.15 conf.4123 hu at sk ie si lu fr it es el pt bg 30.06.09
hr
01.05.11
08.05.13 427e
no authorisation required
--03.11.14 3873
se fi de uk pl ro nl be cz hu at
sk ie lu fr it es el pt bg hr cy
--06.01.14 3508
(se) ee ro cz hu (at) sk ie (bg)
21.07.14 3787
15.01.09 174r
se dk fi lt lv ee de uk pl ro nl be
16.03.18
cz hu at sk ie si lu fr it es el bg
hr
se dk fi lt lv ee de uk pl ro nl be
09.03.15 19.01.16 4374
cz hu at sk ie si lu fr it es el pt
(bg) hr

2015

R2e

†none
08.18
(nl)

C2R1b

C2R2e

2013

2008

C2e

none

†none

2009

10.18 (uk) (2014)

†none

R2e

06.18 (uk) (2014)

none

nonee

2014

2009

†none

nonee

22.02.17 2016

(at)
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Dodemorph

12.11.14 27.11.15 4308

CfS

Ethoprophos
not renewed
Ethylene

CfS
CfS

Etofenprox
Etoxazole
Etridiazolec
Eugenol

CfS

Famoxadone

pLR Fatty acids C7 to C20

01.09.09 31.08.22 4 4.2 UK
NL
01.01.10 31.12.21 4 4.1 IT
SK
01.06.05 31.07.19 3 5 FR
EL
01.06.11 31.05.21c 4 4.1 NL
NL
01.12.13 30.11.23 5
UK
ES
01.10.02 30.06.19 2
UK
FI
01.09.09 31.08.20 4 2 CZ
CZ
01.09.09 31.08.20 4 2 IE
EL
01.09.09 31.08.20 4 2 IE
EL

Fatty acids C8 to C10
(methyl esters (CAS
85566-26-3); Methyl
octanoate (CAS 111-115); Methyl decanoate
(CAS 110-42- 9))
Fatty acids C7-C18 and 01.09.09 31.08.20 4
C18 unsaturated
potassium salts (CAS
67701-09-1)
FEN 560 (see Fenugreek seed powder)
Fenamidone
01.10.03 14.08.18 3
CfS

Fenamiphos
Fenazaquin

UK IE
IT

01.08.07 31.07.19 3

Fenbuconazolec

01.06.11 31.05.21 4
28.05.18 31.05.23
01.05.11 30.04.21c 4

Fenhexamid

01.01.16 31.12.30 2

2 IE
EL

UK
ES

31.01.16
31.08.16
29.02.20
31.12.16
30.06.19
31.07.14
31.01.15
31.05.18

01.17

03.05.06
30.01.13
19.07.17 03.10.18
11.01.12

(28.02.21)
01.04.09
(30.06.20)
09.16
04.11.16 09.10.17

EL 30.11.20
30.05.21
FI
07.14

04.10.10
11.09.14
05.11.12
24.01.17
21.09.14 16.07.15

66r
uk nl be ie it es el (pt) bg cy
conf.3089 mt
5290
2508
(lt) (lv) ee de uk nl be (cz) hu at
ie (si) fr (it) es pt
213r
de uk pl ro cz hu at sk fr it es el bg 31.12.11
mt
4988
uk pl nl be hu at ie si fr it es el pt
(bg) hr cy
1823
nl it es el
30.11.11
conf.662e
31.05.13
2914
it es el pt (bg) cy mt
conf.1165e
30.11.15
4194
de uk pl ro nl be cz hu at sk si
fr it es el pt bg hr cy mt
2519
cz sk
01.05.13

FR 31.08.16
28.02.18 (28.02.19)
AT 31.08.16
28.02.18 (28.02.19)
AT 31.08.16
28.02.18 (28.02.19)

10.02.12

07.01.13 3023

se fi lt ee uk de uk nl be cz hu
at ie si lu fr it es el pt cy

AT 31.08.16
28.02.18 (28.02.19)

07.01.13 3023

se de uk be cz ie si lu el pt cy

FR 31.07.13
31.01.14
CY 31.07.14
31.01.16
PL 31.05.18
30.11.20
UK 30.04.18
AT
IT

02.15

07.04.15 15.03.16 4406

04.05
11.17

07.03.06
21.12.17 21.01.19
15.11.10
04.04.13
13.04.10

04.13

---

62r
5557
1892
3166
1558

05.02.15 3744

none

?

2008

2018

none

nonee

2014

2009

nonee
2017

C2

C2e

2015

M? e

dk fi lt lv ee de uk pl ro nl be cz
sk ie lu fr it es el pt bg hr cy
hu it es el pt cy mt

none

none

2013

2019

uk pl fr it es pt hr
pl fr it es el pt bg hr mt
se dk fi de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt hr cy
mt

flex
30.04.13

R2e

89

1 FR
CZ
9 NL
EL
4.1 EL
DE
4.1 UK
SI
UK
(IT)

UK
ES
IT

31.07.15

1107 Vademecum

pLR Fat distilation residues

01.10.07 31.07.19 3 9
21.03.19

Fenoxaprop-P

Approv.
date

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

EFSA Conclusions
date
doc #

01.01.09 31.12.19 3 10 AT
AT
01.06.11 31.05.21c 4 4.2 NL
NL
11.10.18 11.10.28
UK
(FR)
01.01.09 31.12.19 3 10 SE
CZ

FI

DE 31.12.15
30.06.16 (30.06.17)

30.01.08 124r

Fenpropimorphc

01.05.09 30.04.19 4

SI

29.07.08 144r

Fenpyrazamine

01.01.13 31.12.22 5

1 DE
LV
AT
LV
1 DE
AT
2 FR
IT
DE

DK 30.04.16
30.10.16 (30.10.17)
FR 31.10.17
30.04.19b
PL 31.12.27 22.04.13 ---

Fenoxycarbc
Fenpicoxamid
Fenpropidin

31.12.15
30.06.16 03.18
EL 31.05.18

consultation
start

13.12.07 121r
07.08.18
14.12.10 1779

FR 13.01.15 13.10.16 15.11.16 01.02.18 5146

authorised (applied)
north central south

conf.
data
deadl.

se fi lt lv ee uk pl ro nl be cz hu
at sk ie lu fr it es el pt bg hr cy
uk ro nl be cz hu si lu fr es el pt 31.05.13
hr cy
(se) (fi) (lt) (lv) (uk) (cz) (sk) (si)
(el)
se fi lt lv ee de uk pl ro nl be cz 01.01.11
hu at sk ie si lu fr it es el pt hr

CMR classification
CLP intent EFSAe
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Substance

R2e

none

none

2015

07.03.13 2007

C2

C2

C2R2e

2014

2012

2010

††none
31.12.18

(cz)

01.05.09 30.04.19 4
30.04.20
pLR Fenugreek seed powder 01.11.10 31.10.21 4
LRS Ferric phosphate

01.01.16 31.12.30 2

pLR Ferric pyrophosphate
pLR Fish oil

pending
01.09.09 31.08.20 4

Florasulam

PL
2 EL
CZ
01.08.17 31.07.32 3 3 ES
ES
01.09.10 31.08.23 4 4.2 FR
FI
01.01.16 31.12.30 2
PL

Florpyrauxifen-benzyl

pending

Flazasulfuron
Flonicamid

LT 31.12.19
30.06.20

11.15
FR 31.08.16
28.02.18
FR 31.01.14
31.07.14
SE 31.08.17
28.02.21
BE

IT

06.18

se lt lv ee de uk pl ro nl be cz 01.05.11
hu at sk ie si lu fr it es el bg hr
27.01.12 2496
se dk fi lt lv de uk pl ro nl be cz
15.07.14 conf.630e hu at sk ie si lu fr it es el pt bg
cy
30.10.08 197r
se dk de pl ro be cz hu at sk si 01.05.11
13.12.13 3493
fr it es el pt bg cy
12.03.10 1448
fr
29.01.15 3973

none

none

2017

12.03.15

none

none

2015

05.12.13 2008

nonee

se dk fi lt lv ee de uk pl nl be cz
at ie si lu fr it es el pt (bg) hr cy

23.10.18

08.03.12
(28.02.19)
(31.07.15)
07.15
29.09.15 30.08.16
07.05.10
(28.02.22)
07.13
--13.01.15

17.06.16 04.17

R2e/
R1be?

R2

2546

4575
1445
3984

de cz at fr pt

01.05.13

de uk pl ro be cz hu at sk ie si flex
lu fr it es el pt hr cy mt
se dk fi lt de uk pl ro nl be cz hu
ie si lu fr it es el pt hr cy mt
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

nonee
2016

R2e

none

none

2015

05.06.13 2010

05.07.17 06.08.18 5378

†none
30.11.18

(it)
Fluazifop-P

01.01.12 31.12.21 4 4.1 FR
31.12.23
FR

IT

31.12.18
30.06.21 (30.06.22)

26.11.10 1905
08.11.12 2945

fi lt lv ee de uk pl ro nl be cz hu 30.06.12 R2
at sk ie si lu fr it es el pt bg hr 31.12.13 2008
(fluazifop
cy mt
-p-butyl)

R2e
2010
2012
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Fenpyroximate

30.04.16

Fluazinam

Flubendiamide
CfS

CfS

Fludioxonil

Flufenacet

01.03.09 28.02.19 4
29.02.20

1 AT
AT

DK 28.02.16
28.08.16 (28.08.17)

03.09.08 137r

EL
EL
01.11.08 31.10.19 3 10 DK
FR

AT 31.08.21
28.02.22
ES 31.10.15
30.04.16 02.18

09.09.13 3298

17.07.18

01.01.04 31.10.19 3

FR 31.10.13
30.04.14 05.17

20.09.17

01.09.14 31.08.24 5

CfS

Flumetralin

11.12.15 11.12.22 5

CfS

Flumioxazin

01.01.03 30.06.19 2

2 FR
PL

HU EL 11.12.19
HU
11.06.20
CZ FR
02.13

17.08.07 110r

BBA

se dk fi lt lv ee de uk pl ro nl be 01.03.11 R2
2014
cz hu at sk ie si lu fr it es el pt
(bg) hr cy
nl cy

R2

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
(se) (fi) lt lv ee de uk pl nl be
cz hu at sk ie si lu fr it es el pt
(bg) hr cy

none

04.05.15 3912
---

12.06.14 3736
16.01.17 4688
08.10.18 5415

R2e
2008

R2e
nonee

09.06.17 2007

none
2009

R2e

11.06.16
lv de uk ro nl be cz hu at sk ie
fr es el bg hr

R1be

R1b

R2†

2016

08.13(cz) 2014

R1b
R2†
00.18(cz)

CfS

Fluometuron

CfS

Fluopicolide

Fluopyram

Fluoxastrobin

Flupyradifurone
CfS

Fluquinconazole c

Flurochloridone

Fluroxypyr

01.06.11 31.05.24 4 4.2 EL
EL
01.06.10 31.05.23 4 4.2 UK
AT

31.05.18
BG 30.11.21
31.05.17
ES 30.11.20 (30.11.21)

01.02.14 31.01.24 5

31.01.21
HR 31.07.21

DE
AT

01.08.08 31.07.19 3 10 UK
UK
DE
09.12.15 09.12.25
NL

13.01.11 1958

flex
31.03.13
27.07.09 299r
se fi lt lv ee de uk pl ro nl be cz 30.04.12
02.07.14 conf.626e hu at sk ie si lu fr it es el pt bg
hr cy mt
08.04.13 3052
se fi dk lt lv ee de uk pl ro nl be flex
none
09.01.18 conf.1359 cz hu at ie si lu fr it es el pt bg 01.02.16 2016
e
hr cy
26.07.07 102r
(se) (fi) lt lv ee de uk pl nl be cz 01.08.10
(hu) at sk ie (si) lu fr it es el

06.05
--CZ 31.07.15
31.01.16 28.03.18 28.08.18
01.14
--10.02.15
29.05.17
01.01.12 31.12.21 c 4 4.2 IE
31.12.18
11.05.11
UK
11.08.15
CZ SK
18.04.16
01.06.11 31.05.21 4 3 ES
31.05.18 (30.11.19)
14.12.10
AT HR 30.11.18
06.03.13
13.08.14
01.01.12 31.12.21 4 4.2 DE
31.12.18 10.09
--08.03.11
08.06.17 31.12.24
SE SI 30.06.22
22.07.15

C2e

es el bg

28.02.19
(at)

none

C2e

04.12.14 2013

none

nonee

14.09.18 2015

C2e

R1b

R1be

30.11.18 +R2e
2010
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4020
(se) (fi) (lv) (ee) (nl) (cz) (hu) flex
conf.1233e (at) (ie) (si) (it) (es) (el) (bg)
09.06.16
2096
ro at sk fr el pt
31.12.13
conf.856e
conf.4454
1869
pl ro cz hu at sk fr es el pt hr flex
conf.3116
01.12.11
conf.642e
31.05.13
2091
se dk fi lt lv ee de uk pl ro nl be 01.07.12
conf.857e cz hu at sk ie si lu fr it es el pt 31.12.13
(bg) hr

R(?)

1107 Vademecum

2014

Flurtamone

Fluthiamide (see
Flufenacet)
Flutianil

Flutolanil

Approv.
date

Expiry
date

Air

01.01.04 27.12.18 3
31.10.19

14.04.18 14.04.28

01.03.09 28.02.19 4
29.02.20

Co-RMS Appl.date
Subm.date
prev
RMS
2 FR
CZ

consultation
start

EFSA Conclusions
date
doc #

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe
C2 e

de uk be cz at ie lu fr es
IE

UK
(BE)
1 FI
NL

DAR
RAR

31.10.13 05.15
01.16
01.17

03.07.15 06.06.16 4498
--08.09.17 4976
20.02.17

21.10.11 06.13

---

UK 28.02.16 05.06
28.08.16 08.18

2017

14.04.20
14.04.21
flex

06.08.14 3805
27.07.18 5383
07.08.08 126r

16.10.18
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Status
Substance

C2R2e
none
04.10.18 10.03.16 2014
none
2018

none

fi de uk pl ro nl be cz at ie si lu fr
es el cy

††none
01.09.18

(nl)
Flutriafol

Folpet

Foramsulfuron

Forchlorfenuron

BS

01.10.07 31.07.19 3

01.07.03 31.07.19 3

01.06.18 31.05.33 3

Formetanate

01.10.07 31.07.19 3

Fosetyl

01.05.07 30.04.19 3
30.04.20

Fosthiazate

01.01.04 31.10.19 3

Fructose

01.10.15 none, BS

Fuberidazolec

01.03.09 28.02.19 4

21.10.10 1868
04.05.12 2522

9 IT
AT

IT

31.09.14
31.01.16 03.18

17.04.18

31.08.09 297r

1 DE
FI

SK 31.07.13
31.01.14 03.15

22.04.15

6 ES
ES
9 IT
ES
8 FR
FR

EL 31.03.13
30.04.15
EL 31.07.15
31.01.16
EE 30.04.14
31.10.15

10.03.16 4421

05.16

25.07.16 29.06.17
13.06.06
11.17
09.01.18
(31.10.16)
18.01.06
04.17
12.07.17 03.07.18

2 UK EL 31.10.13 (30.04.15) (01.04.17)
DE
30.04.14

1 UK
UK

FI

28.02.16
xx.xx.xx

4874
69r
54r
5307

uk pl ro cz hu ie fr it es el bg hr 30.11.11
31.05.13
se fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es (pt) el
(bg) hr cy
se dk lt lv ee de uk pl ro nl be 01.10.09 C2
2009
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
se (fi) dk lt lv ee de uk pl ro nl 10.03.16
be cz hu at sk (ie) si lu fr it es el
pt bg hr cy
fr it es el pt cy
C2

none

pl ro nl be it es el pt cy

C2e

30.11.18 2012

C2eR2?e

C2e

C2e

2009

2017

01.10.09

23.10.14 684e

se dk fi lt lv ee de uk pl ro nl be 01.05.09
cz hu at sk ie si lu fr it es el pt bg
hr cy mt
de uk pl ro nl be hu (at) ie fr it
es el bg hr cy mt
no authorisation required

09.01.08 118r

fi de

BBA

R2e

C2

C2

C2R2e

2012

2010

2008
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Fluxapyroxad

01.06.11 31.05.24 4 4.2 UK UK 31.05.18
SK CZ 30.11.21
01.01.13 31.12.22 5
UK EL 31.12.19
FR
30.11.22a

Fusarium sp. L13

pending

Gamma-cyhalothrin

01.04.15 31.03.25

pLR Garlic extract

01.09.09 31.08.20 4

Geraniol

01.12.13 30.11.23 5

pLR Gibberellic acid

01.09.09 31.08.20 4

pLR Gibberellin

01.09.09 31.08.20 4

CfS

Gliocladium catenulatum (see Clonostachys rosea)
Glufosinatef
01.10.07 31.07.18 3 9 SE
DE
Glyphosate
16.12.17 15.12.22 2
DE

dk de ro be cz hu ie sk fr bg hr 31.03.17

UK 31.08.16
DK 28.02.18 (28.02.19)
EL 30.11.20
30.05.21
SK 31.08.16
28.02.18 (28.02.19)
SK 31.08.16
28.02.18 (28.02.19)

23.02.12 2520

uk nl ie fr es el cy

FR 31.07.15
31.01.16 (31.01.17) --SK 15.12.19 18.12.13 --15.06.20 (15.12.21)

01.08.05
30.03.12
12.11.15
07.09.17

05.08.15 05.08.25

UK FR 05.08.22 19.12.13 ---

Halosulfuron methyl

01.10.13 30.09.23 5

IT
IT

Haloxyfop-P

Hexythiazox

BS

11.02.14 3560

Halauxifen-methyl

pLR Helicoverpa armigera
nucleopolyhedrovirus
(HearNPV)
pLR Heptamaloxyloglucan

BS

UK
(DE)
2 PL
IE
UK
ES
2 HU
SI
2 HU
SI

26.05.15 (<03.17)

Honey from
Rhododendron
Hydrogen peroxide

pLR Hydrolysed proteins

10.11
30.09.20
30.03.21
01.01.11 31.12.23 4 4.2 AT CZ 31.12.17
HU
30.06.21b (30.06.22)
01.06.13 31.05.23 5

PL

EE
EE

FR 31.05.20
30.11.20

2 FR
FR
01.06.11 31.05.21 4 4.2 FI
31.05.24
FI
pending

ES 31.05.17
30.11.18
SE 31.05.18
30.11.21

01.06.10 31.05.21 4

27r
conf.2609
4302
4979

lv ee uk pl ro nl be cz hu at sk
ie si lu fr it el pt bg hr (cy)
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
08.12.14 3913
se dk fi lt lv ee de uk ro nl be cz 05.02.16
10.11.16 conf.1117e (hu) at ie (si) lu fr (it) es (el) pt
(bg)
06.12.12 2987
fr it es el (pt) (bg)
30.09.15

14.09.18

nonee
(C?R?)
nonee
(C?R?)

none

none

R1be
R2e
nonee

2004

15.03.17

2015

R1b
2009

none? e

R1b

R2e

22.09.17 2012

06.10.06 87r
de pl ro nl be cz hu at sk lu
05.11.09 1348
12.12.14 conf.3931
(at) (hu) fr it es el pt

31.12.12

06.08.09 334r

fr

14.10.10 1722

se dk fi lt pl ro nl be cz hu at sk flex
si fr it es el pt bg cy mt
31.05.13

19.09.16 1091e

none†
30.11.18

EL 31.08.16
28.02.18 (28.02.19)

no authorisation required

08.03.12 2545
fr it es el pt cy
22.01.15 conf.745e

01.11.13

??

93

2 EL
ES

none

17.01.17 1155e

29.03.17 22.12.07
01.09.09 31.08.20 4

05.11.12 2915
it es el pt (bg) cy mt
30.11.15
24.01.17 conf.1163e
26.03.12 2507
dk de uk pl nl be cz hu at ie si
lu fr it es el pt cy
10.01.12 2502
se fi de uk pl nl be cz hu at sk
ie si lu fr it es el pt hr
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CfS

FR

Hymexazol
Imazalil

CfS

Imazamox

Imazaquinc
Imidacloprid

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

01.06.11 31.05.23 4 4.1 FI
AT
01.01.12 31.12.21 4 4.2 NL
31.12.24
NL

SE 31.05.18
30.11.20
BE 31.12.18 06.09
30.06.22

01.11.17 31.10.24 3

1 FR
FR

IT

01.01.09 31.12.18 3 10 BE
BE
01.08.09 31.07.22 4 4.2 DE
DE

IE

31.10.21 03.15
30.04.22

31.12.15
xx.xx.xx
NL 31.07.16
31.01.20

01.06.11 31.05.23 4 4.1 FR
EL
01.04.06 31.10.19 3 6 NL
FR

CY 31.05.18
30.11.20
ES 31.03.13 12.16

Iodosulfuron

01.04.17 31.03.32 3

FI

Ipconazole

01.09.14 31.08.24 5

Indoxacarb

Iprovalicarb
Iron sulphate

01.04.16 31.03.31 2
01.09.09 31.08.20 4

2 DE
SE

31.10.13 04.15

IE

IT

08.13

15.09.16 15.09.26

BE

CfS

01.04.13 31.03.23 5

UK EL 31.03.20
NO
30.09.20

10.14

authorised (applied)
north central south

conf.
data
deadl.

se dk fi de uk pl ro nl be cz hu 31.05.13
at ie fr it es el
--19.03.10 1526
se dk fi lt (lv) ee de uk pl ro nl 31.12.13
08.10.14 conf.674e be cz hu at ie lu fr it es el pt bg
hr cy
05.05.15 01.04.16 4432
se fi lt lv ee de uk pl ro nl be cz
hu at sk ie si fr it es el pt bg hr
cy mt
07.01.11 1968
uk be ie lu fr
flex
31.05.12
28.07.08 148r
se dk fi lt lv ee de uk pl ro nl be 31.12.14
02.07.14 conf.3741 cz hu at sk ie si lu fr it es el pt
10.06.16 conf1038e bg hr cy mt
08.11.16 conf.4607
21.09.10 1720
de uk pl nl at si fr es el cy
31.05.13

CMR classification
CLP intent EFSAe
R2

R2e

14.09.18

C2

C2† (de) C2 e

2015

2012

2010

†R2

R2e

01.19
(fr)

2016

none

†none

2009

03.09.18

(de)
R2e
2010

09.04.13
06.07.17

se dk fi lt lv ee de uk pl ro nl be
none
2013
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
4453
se dk fi lt lv ee de uk pl ro nl be 01.10.17
conf.1470e cz hu at sk ie si lu fr it es el pt bg flex
hr cy
3181
se (fi) de uk pl ro be cz hu at sk flex
conf.1260e ie fr it es el bg
31.08.16

14.04.15
08.05.17
25.01.12
29.09.14
15.05.14

4060
conf.1216e
2521
conf.667e
3679

nonee

16.01.17 25.01.18 5140

10.06.15 19.04.16
06.08.18

---

2 UK PL 31.08.16
HU
28.02.18 (28.02.19)
BE NL 31.12.27 05.13
---

01.01.16 31.12.30 2

EFSA Conclusions
date
doc #
04.11.10 1653

UK FR 31.08.21
BE
28.02.22

LRS Isaria fumosorosea
strain Apopka 97 (aka
Paecilomyces
fumosoroseus)
Isofetamid
Isopyrazam

consultation
start

12.11.14 13.11.15 4265
23.04.18 1403e
29.03.12 2600

de ro cz hu at sk si fr it es el pt 30.09.16
bg hr cy mt
se fi (lv) ee de uk pl nl be cz hu 01.05.13
at ie si lu fr
se fi nl be (at) fr

(cz) (hu) (at) (it) (es) (el) (si)

15.03.17
flex
(se) de uk pl ro nl be cz hu at sk 31.07.17
ie si lu it (es) el (bg) hr cy

2018

---

R2†

R2e

12.04.16

(uk)
C2

C2e

30.11.18 2015

nonee
2015

C2R2e
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Indolylbutyric acid

Approv.
date
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Status
Substance

Isoxaben
Isoxaflutole

01.06.11 31.05.24 4 4.2 SE
AT
01.10.03 31.07.19 3 1 NL
IT

Kaolin (see Aluminium silicate)
Kieselgur
01.09.09 31.08.20 4
Kresoxim-methyl

BS
CfS

2 EL
AT
01.01.12 31.12.21 4 4.2 BE
31.12.24
SE
01.07.14 30.06.24

L-cysteine
lambda-Cyhalothrin

pending
01.04.16 31.03.23 5

Laminarin

01.03.18 28.02.33 3

Lauric acid (member of
Fatty acids C7-C20,
CAS143-07-7)
Lavandulyl senecioate
pLR Lecanicillium muscarium
(formerly Verticillium
lecanii) strain Ve6
BS Lecithins
CfS Lenacil

Lime sulphur

01.09.09 31.08.20 4

pending
01.05.09 30.04.19 4 1
30.04.20

SI

31.05.18
30.11.21
31.07.13 01.15

EL 31.08.16 02.19
28.02.18
FR
03.10
31.12.18
30.06.22

03.09.10 1714

se fi de uk nl be at ie lu fr it es 30.11.11
pt
31.05.13
15.04.15 24.02.16 4416
de uk pl ro nl be cz hu at sk ie
R2
2015
24.02.17 negl.4731 si lu fr it es el pt bg hr
30.06.17 art4.7.4894
29.03.19 11.07.12
28.07.16
--19.11.10
29.09.14

NL

SE
SE
5 BE
NL
2 IE
EL
IT
NL
NL

01.07.15 none, BS
01.01.09 31.12.19 3 10 BE
BE

01.06.11 31.05.24 4 4.2 ES
CZ
pLR Limestone c
01.09.09 31.08.19 4 2 AT
CZ
Limonene (D-limonene): see orange oil
CfS Lufenuronc
01.01.10 31.12.19 4 4.1 PT
ES
Lyserphenvalpyr
(see
fenpicoxamid)

ES
02.13
FR 31.03.20
30.09.20
FR 31.07.14 04.16

---

13.06.16 09.06.17

AT 31.08.16
28.02.18 (28.02.19)
06.17
FR 30.04.16 08.08
30.10.16 01.18

AT 31.12.15
30.06.16 (30.06.17)
NL 31.05.18
30.11.21
SK 31.08.16
xx.xx.xx
HU 31.12.16
xx.xx.xx

25.04.13
10.05.17
15.02.19
11.03.15

07.01.13

†R2

C2R2e

19.06.18 2016

(it)

2797
de be at si lu fr it es el cy
25.11.15
conf.1064e
1891
se dk fi lt lv ee de uk pl ro nl be 31.12.13 C2
conf.668e cz hu at sk ie si lu fr it es el pt
bg hr cy
3197
nl
30.06.16
conf.1223e
1562e
3677
se dk fi lt lv ee de uk pl ro nl be 01.04.18 none
2009
cz hu at sk ie si lu fr it es el pt bg
hr cy mt
4836
dk uk pl nl be (cz) (hu) fr it es
el pt (bg)
3023

C2e
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L-Ascorbic acid

FI

15.11.17
dk fi uk nl be fr es
15.05.18
22.08.14
07.10.09
12.09.13
31.10.16
19.11.10

643e
1326
conf.3354
conf.1105e
1890

no authorisation required
lt de uk pl ro nl be cz hu at sk flex
C2
ie fr it es el pt hr cy
30.06.12 2015

C2

C2e

05.12.13 2009

nl (cz) hu (at) it es

18.07.11 2299

cz sk

22.06.09 189r

ro nl hu it es el pt hr cy mt

01.01.10

95

Magnesium phosphide

Malathion

Maleic hydrazide

Approv.
date

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

01.09.09 31.08.22 4 4.2 DE
AT

EE 31.08.16
29.02.20

01.05.10 30.04.22 4 4.1 FI
30.04.22
CZ

BG 30.04.17
30.10.19

01.11.17 31.10.32 3

BE 31.10.29 04.15
08.01.16

2 DK
DK

consultation
start

EFSA Conclusions
date
doc #
15.01.09 190r

20.03.06
04.08.09
02.02.16
30.06.15 09.06.16

authorised (applied)
north central south

conf.
data
deadl.

fi lt lv ee de uk pl ro nl be hu at
si lu fr it es el pt bg hr cy

63r
pl ro cz (hu) at sk it es el (bg) flex
333r
conf.951e
4492
se dk fi de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt hr

CMR classification
CLP intent EFSAe
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Substance

none
2009
2013

none
2009

†none

nonee

30.03.16 2016

(dk)
pLR Maltodextrin
Mancozeb

Mandipropamid

01.07.06 31.01.20 3

09.12.15 09.12.25

01.08.13 31.07.23 5

Margosa extract (see Azadirachtin)
MCPA
01.05.06 31.10.19 3

MCPA-thioethyl

01.05.06 31.10.19 3

MCPB

01.05.06 31.10.19 3

Mecoprop-P

01.06.04 31.01.20 3

Sfnr Mefenpyr
Mefentrifluconazole
Mepanipyrim

20.03.19 20.03.29
01.10.04 30.04.19 3
30.04.20

UK FR 30.09.20
IE
30.03.21
7 IT EL 30.06.13
UK
31.07.15 09.17
EL
AT

AT
AT

6 IT
PL

PT 31.07.20
31.01.21

NL 30.04.13
30.04.15 (30.04.16)

08.01.13 3007
BBA
26.02.18
05.05.15
09.10.17
05.11.12
19.05.16

se dk fi lt lv ee de uk pl ro nl be cz 01.07.08 R2
2009
hu at sk ie si lu fr it es el pt bg hr
cy mt
4100
de (uk) (nl) (cz) (hu) at (si) (it) 09.06.16
conf.1302 (el)
e
2935
se dk fi lt lv ee de uk pl ro nl be 31.07.15 none
2015
1028e
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
PSD

6 IT NL 30.04.13
PL
30.04.15 (30.04.16)
6 IT NL 30.04.13
PSD
PL
30.04.15 (30.04.16)
3 DK IE 31.01.14
UK
31.07.14 31.03.16 06.06.16 18.05.17 4832
(IE)
UK AT 20.04.16 04.17
(ES) FR
4 IT EL 30.04.14
BE
31.10.14 04.16

uk nl be ie fr es

24.05.17 25.07.18 5379

12.07.16 13.06.17 4852

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

†none
12.17
(UK)

none

nonee

15.03.17 2015

none

nonee

08.03.13 2012

none
2009

none
10.10.16

lt lv ee uk pl ro be cz hu at sk ie
(si) lu fr
fi lt lv ee de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt bg hr cy
ee de ro be at lu fr it el (bg)
(fi) (lt) (lv) (ee) (uk) (cz) (sk) (si) 20.03.20
(bg) (cy)
flex
se dk fi uk pl nl be at ie lu fr it
C2
2006
es el pt cy
2009

†none

R2e

07.18
(uk)

2017

none

nonee

2017

2018

C2
2017
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Mandestrobin

01.10.13 30.09.23 5

Mepiquat
Meptyldinocap
Mercaptodimethur
Methiocarb)
Mesosulfuron

Mesotrione

28.07.08 146r
27.02.19
03.01.14 3473

01.07.17 30.06.32 3

3 FR
FR

09.11.15 17.10.16 4584

17.04.15 07.03.16
19.12.18

01.06.11 31.05.23 4 4.1 AT
PL

AT 31.05.18
30.11.20

22.10.10

Metam (incl. –
01.07.12 30.06.22 5
BE
potassium and -sodium)
BE
Metamitron
01.09.09 31.08.22 4 4.2 UK
DK

ES 30.06.19
30.12.19
LV 31.08.16
29.02.20

15.01.09
12.09.11
22.10.08

pLR Metarhizium anisopliae 01.05.09 30.04.19 4 1 NL FR 30.04.16
var. anisopliae strain
30.04.20
NL
30.10.16 (30.10.17)
BIPESCO 5/F52
Metazachlor
01.08.09 31.07.21 4 4.1 UK UK 31.07.16
NL PT 31.01.19 (31.01.20)
CfS

Metconazole
Methiocarb

CfS

Methomylc

01.06.07 30.04.19 3
30.04.20
01.10.07 31.07.19 3

10.01.12

29.07.08
08.09.16
09.06.17
22.02.06
01.08.18
05.07.06
30.07.12
29.11.17 30.10.18
28.07.06
18.06.09

none

145r
conf.1086e
conf.4833
64r

C2

C2

C2e

2012

2011

2008

fi lt lv ee de uk pl ro nl be cz hu flex
at sk ie si lu fr it es el pt bg hr cy
mt
dk fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es pt bg hr
79r
dk de uk pl ro nl be cz hu at sk
conf.2758 ie si lu it es el pt bg hr cy mt
5429
83r
ro hu it es el pt bg cy mt
222r

04.10.18 09.12.16 2016

R2e

none

R2

2008

14.09.18 2016

R2

R2e

05.12.17 2013

nonee

none

R2

2009

22.09.17 2010

none

C2R2e

1998

2009

R2

R2e

2009
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8 BE UK 31.05.14
BE
31.10.15 01.18
9 UK DE
UK
31.07.15
DE
31.01.16 07.17
01.09.09 31.08.19 4 4.2 UK RO 31.08.16
BG
xx.xx.xx

03.03.15

none

nonee

se dk fi lt lv ee de uk pl ro nl be flex
cz hu at sk ie si lu fr it es el pt
bg hr cy
4419
se dk lt lv ee de uk pl ro nl be 01.07.17
conf.1527e cz hu at sk ie si lu fr it es el pt 31.12.17
bg hr cy (mt)
flex
3373
ro (nl) hu at si it el pt bg hr cy 30.06.15
31.12.16
COM
pl ro (cz) hu (at) (si) it es el pt
bg cy mt
3999
se dk fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg hr
cy mt
1856
lt lv ee de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt bg hr
cy mt
203r
uk pl ro nl be hu ie fr it es el pt 31.05.14
2334
bg cy mt
185r
se dk fi lt lv ee de uk pl ro nl be 31.08.11
cz hu at sk ie si lu fr it es el pt
(bg) hr cy (mt)
2498
dk de uk nl be at ie lu fr it (es)
el pt
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03.10.13

Metaldehyde

01.06.17 31.05.32 3

PL 31.01.14 08.15

EL 31.12.21
30.06.22
PL 30.06.17
30.12.20
EL
08.11.13 ---

Metalaxyl

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie (si) lu fr es el bg
uk ro cz hu at sk si fr it es el pt flex
hr mt
31.03.17

(see

BE 31.07.13 02.15

Metalaxyl-M

CfS

01.04.15 31.03.25

1 UK EE 28.02.16
FI
28.08.16 11.18
UK
(ES)

1 UK
UK
(BE)
01.01.15 31.12.24 5
UK
SE
01.07.10 30.06.23 4 4.2 PT
EL
01.10.02 30.06.19 2
BE

Metaflumizone
CfS

01.03.09 28.02.19 4

Approv.
date

CfS

01.04.05 31.07.19 3
01.04.19 31.03.26

Methoxyfenozide

Expiry
date

Air

Methyl decanoate

01.09.09 31.08.20 4

Methyl octanoate

01.09.09 31.08.20 4

Metiram

01.07.06 31.01.20 3

Metobromuron

01.01.15 31.12.24 5

Co-RMS Appl.date
Subm.date
prev
RMS
5 UK
UK
SK
2 IE
EL
2 IE
EL
7 IT
IT
FR
FR

DAR
RAR

AT 31.08.16
07.01.13
28.02.18 (28.02.19)
AT 31.08.16
07.01.13
28.02.18 (28.02.19)
UK 30.06.13
31.07.15 10.17
26.02.18
NO 31.12.21
04.02.14
30.06.22

Metsulfuron-methyl

01.10.07 31.07.19 3

01.04.16 31.03.23 5

Metschnikowia
27.12.18 27.12.28
fructicola NRRL Y-27328
Milbemectin
01.12.05 31.07.19 3
LRS Mild Pepino Mosaic
Virus isolate VC 1
LRS Mild Pepino Mosaic
Virus isolate VX 1
BS Milk
BS Mustard seeds powder
CfS Myclobutanilc

9 DE
EE

DE 31.07.15
31.01.16 04.18

SI
DK

SE
07.13
SE 31.03.20
30.09.20
03.06.15 07.16

FR

29.03.17 29.03.32

5 NL
DE
NL

29.03.17 29.03.32

NL

Pending
04.12.17 none, BS
01.06.11 31.05.21c 4

authorised (applied)
north central south

C2e

uk pl ro nl be cz hu at sk si lu fr
it es el pt bg hr cy mt

2017

3023
BBA
3541

de pl ro nl be cz hu at sk si lu fr 01.07.08
it es el pt bg hr cy
se (fi) lt (lv) ee de uk pl ro nl be 31.12.16
cz hu at ie si lu fr el (es) pt (bg)
hr cy mt
de uk at it

C2e

30.04.13 C2
2015

01.02.06 58r
07.02.19
01.06.10
15.11.18
---

29.01.15
07.07.17

28.11.16 12.12.17

se dk lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it el pt bg
hr cy
88r
se fi lt lv ee de uk pl ro nl be cz 01.10.09
hu at sk ie si lu fr it es el pt bg hr
cy mt
3936
se dk fi lt lv ee de uk pl ro nl be 30.09.16
conf.1257 cz hu at sk ie si lu fr it es el pt bg
e
hr cy (mt)
5084

30.06.14 10.15

15.12.15 23.01.17 4551

se dk de pl ro nl be (hu) at si lu
fr it es el pt cy mt
(se)

30.06.14 10.15

15.12.15 23.01.17 4650

(se)

3 BE ES 31.05.18
UK
AT

CMR classification
CLP intent EFSAe

3023

05.05.10 1592

NL 31.07.14 26.06.17 11.10.17

20.09.17

conf.
data
deadl.

BBA

03.09.18
30.01.17
04.08.09
29.10.10

1482e
1169e
298r
1682

C2

C2e

07.06.13 2010

C2
(rms,
2018)

none

R2e

2009

(2010)

none

none

2009

2015

none
2009

no authorisation required
de uk ro be cz hu at ie si lu fr it 31.01.13 R2
2000
es el pt bg hr cy mt

R2e
(2009)
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CfS

Metribuzin

EFSA Conclusions
date
doc #

SK 31.07.14 04.08.16 20.09.16 06.09.17 4978

Metometuron (see Tribenuron)
Metosulamc
01.05.11 30.04.21c 4 4.2 FR BE 30.04.18
NO
Metrafenone
01.02.07 30.04.19 3 8 UK SK 31.01.14
30.04.20
LV
31.10.15 10.18
CfS

consultation
start
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Substance

CfS

BS

Napropamide

01.01.11 31.12.23 4 4.2 DK
SI

Napropamide-M

Pending

UK
(SI)

HR 31.12.17 03.06
30.06.21b (30.06.22)
06.15

06.17

12.08.08
29.04.10
09.03.16
14.08.17 12.11.18

140r
se fi lt lv ee de uk pl ro nl be cz 31.12.12
1565
hu at sk ie si lu fr it es el bg hr
conf.1004e
5465

2018

Nicobifen (see Boscalid)
Nicosulfuron
01.01.09 31.12.19 3 10 UK NL 31.12.15 06.06
LV

29.01.08 120r

Oleic acid (CAS 112-80-1) 01.09.09 31.08.20 4

07.01.13 3023

2 IE
EL

nonee

AT 31.08.16
28.02.18 (28.02.19)

Onion oil
Orange oil

17.10.18 none, BS
01.05.14 30.04.24 5

FR
FR

CZ 30.04.21
30.10.21

no authorisation required
se fi de ro (nl) be (cz) (hu) (at) 30.04.16
(ie) (si) it fr es (el) cy

Oryzalinc

01.06.11 31.05.21c 4 4.1 FR
NL

FR 31.05.18

CfS

Oxadiazonc
Oxamyl

ES 31.12.15
19.02.10 1389
xx.xx.xx
FR 31.07.13
18.01.00 26r
31.07.15 (31.07.16) (15.04.17)

sk fr it (es) pt

CfS

01.01.09 31.12.18 3 10 IT
IT
01.08.06 31.01.20 3 7 IE
IT

Oxasulfuron

01.07.03 08.08.18 3

AT 31.07.13 01.16

it hr

Oxathiapiprolin

03.03.17 03.03.27

fr es

C2e

flex
30.11.11
31.05.13
30.06.12

uk pl ro nl be cz hu ie fr it es el 01.08.08
pt bg hr cy mt

R2e
††none
13.07.18
(29.04.19)
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23.11.17 1315e
11.02.13 3090
11.09.17 conf.1270
e
03.09.10 1707
29.08.13 conf.3351

lt lv ee de uk pl ro nl be cz hu
at sk ie si lu fr it es el pt bg hr
cy mt
dk (nl) lu

(it)

CfS

Oxyfluorfen

CfS

Oxyquinoleine (see 8Hydoxyquinoline)
Paclobutrazol

1 IT
IT
IE

29.03.16 13.03.17 4722

R2e
2017

16.01.14 01.15

01.01.12 31.12.21 4 4.2 ES
20.03.17 31.12.24
ES

HU 31.12.18 10.07
30.06.22

01.06.11 31.05.23 4 4.1 UK
AT

RO 31.05.18
30.11.20

4504
uk be (hu) (at) ie (it) (es)
conf.1434e
1906
pl ro ie fr it es pt bg hr cy mt
conf.4205

04.11.10 1876

03.09.17

none

nonee

30.11.18 2016

C2e

30.06.12
31.12.13

se dk fi lt lv ee de uk ro nl be cz flex
not
hu at sk ie fr it es (el) bg
30.11.11 listed
31.05.13

2010

R2

R2e

08.06.18 2010

be it es

99

Paecilomyces fumosoroseus (see Isaria fumosorosea)
Paecilomyces
01.10.13 30.09.23 5
BE NL 30.09.20
fumosoroseus strain
PL
30.03.22a
Fe9901
Paecilomyces lilacinus strain 251 (see Purpureocilium lilacinum)

15.03.15 05.07.16
05.07.18
23.11.10
19.08.15

Pencycuron

CfS

Pendimethalin

Penflufen

Penoxsulam
Penthiopyrad

Expiry
date

01.01.10 31.12.20 4
01.01.10 31.12.20 4
pending
01.01.10 31.12.20 4
01.01.10 31.12.20 4
pending

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

consultation
start

EFSA Conclusions
date
doc #

2 EL
EL
2 EL
EL
EL

FR 31.12.16
30.06.18 (30.06.19)
FR 31.12.16
30.06.18 (30.06.19)
06.07.16 (<05.18)

2 EL
EL
2 EL
EL
DK

FR 31.12.16
06.04.09 216r
30.06.18 (30.06.19)
FR 31.12.16
06.04.09 216r
30.06.18 (30.06.19)
03.07.15 12.16
12.02.17 01.02.18 5159

17.03.09 220r
31.03.09 219r
06.04.09 216r

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

se fi lt lv ee de pl nl be hu at si 30.06.10
lu fr it es el bg hr cy mt
fi hu it el pt cy
30.06.10

nl hu (it) hr

30.06.10

hu it es el hr mt

30.06.10
none
2018

01.09.09 31.08.20 4

2 IE AT 31.08.16
EL
28.02.18b (28.02.19)
01.01.10 31.12.21 4 4.1 DE DE 31.12.16
NO
30.06.19 (30.06.20)

07.01.13 3023

01.06.11 31.05.24 4 4.2 NL
LV

PL 31.05.18
30.11.21

04.10.10 1828

01.09.17 31.08.24 3

ES

01.15
31.08.21 09.15
28.02.22 12.15
01.02.14 31.01.24 5
UK IE
10.11
07.02.18
PL
06.15
31.01.21
30.11.22a
01.08.10 31.07.23 4 4.2 IT PL 31.07.17
IT
31.01.21
01.05.14 30.04.24 5
UK CZ 30.04.21
SE
30.11.22a
07.08.15 07.08.30
BE
07.08.27

LRS Pepino mosaic virus
strain CH2 isolate 1906
pLR Pepper dust
01.09.09 31.08.20 4
(dossier inadmissible)

Air

1 ES
NL

2 UK
BE

IE

31.08.16
28.02.18

30.10.08 175r

01.03.15 17.03.16 4420

21.08.12 2860
12.10.15 03.11.16 4604

08.12.09 343r

se dk fi lt (lv) ee de uk pl ro nl
be cz hu at ie si lu fr it es el pt
se fi lt lv ee de uk pl ro nl be cz 31.12.11
hu at sk si lu fr it es el pt bg hr
cy mt
se dk lt lv ee de uk pl ro nl be 31.05.13
cz hu at sk (ie) (si) lu fr it es pt
bg
dk fi lt lv ee de uk pl ro nl be cz 31.12.18
hu at sk ie si lu fr it es el pt bg hr flex
cy mt
fi uk pl nl be cz (ie)
flex

R2e

R2

R2

2014

11.07.12 2008

none

none

2016

04.12.14 2010

none

††R2

2001

21.12.17 2016

nonee

R2e

(nl)
C2

C2e

15.10.18 2012
2016

de pl ro cz hu at sk fr it es el pt 31.07.12

11.04.13 3111
uk pl ro nl cz hu at sk ie fr it es flex
none
27.07.16 conf.1072e el pt (bg) mt
30.04.16 2017
09.01.15 3977
fi de uk pl nl be cz hu at fr (it)
es el hr
14.07.11 2285
uk ie fr
01.03.13
12.05.15 conf.810e

none

C2e

04.12.15 2013
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Paraffin oil/(CAS 804247-5)
Paraffin oil/(CAS 6474246-7)
Paraffin oil/(CAS 6474255-8)
Paraffin oil (CAS 7262386-0)
Paraffin oil (CAS 9786282-3)
Pasteuria nishizawae
Pn1
Pelargonic acid (CAS
112-05-0)
Penconazole

Approv.
date
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Substance

Pethoxamid

Phenamiphos (see
Fenamiphos)
Phenmedipham

pLR Phlebiopsis gigantea
(strains FOC PG 410.3,
VRA 1835 and VRA
1984)
Phlebiopsis gigantea
(other strains)c
Phosmet

01.08.06 31.01.19 3
01.12.18 30.11.33

7 DE
AT

01.03.05 31.07.19 3

CZ 31.07.13 08.16

5 FI
FI

DK 31.07.14 12.16

01.05.09 30.04.19 4 1
30.04.20

EE
EE

FR 30.04.16
30.10.16 09.18

01.05.09 30.04.19 4 1

EE
EE
9 ES
ES

FR 30.04.16
xx.xx.xx
EL 31.07.15

DE
ES

DE 31.03.20
30.09.20

01.10.07 31.07.19 3

Phosphine see phosphane
Picloram
01.01.09 31.12.19 3
Picolinafen

01.11.16 30.06.31 2

Pinoxaden

01.07.16 30.06.26

Syn Piperonyl butoxide
CfS Pirimicarb

Pirimiphos-methyl

pLR Potassium hydrogen
carbonate
Potassium phosphite
(see Potassium
phosphonates)

01.02.07 30.04.19 3
30.04.20
01.10.07 31.07.19 3

01.09.09 31.08.20 4

8 UK
UK
SE
9 UK
UK
FR
2 IE
NL

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy
se dk fi lt lv ee uk pl fr

†C2R2

30.11.18 2017

(at)

C2R2e

12.11.18 2018
(fi)

08.11.18

30.06.23

21.06.06 75r
26.11.11 2162

pl ro be hu at si fr it es el pt hr 01.10.09 R2

02.03.12 2595

de at

R2

nonee

04.10.18 03.06.16 2011

07.12.17

10 UK CZ 31.12.15
PL
30.06.16 (30.06.17)
DE LV
09.05.14 --UK
(AT)

††none C2e
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01.04.13 31.03.23 5

20.02.17 31.01.18 5151

de uk pl ro be cz hu at sk si lu flex
fr it es el pt (bg) hr
flex
10.11.20

se dk fi lt lv ee uk pl fr

08.17
Phosphane

27.10.16 20.09.17 4981

none
30.11.18

03.12.09 1390
se dk fi lt lv ee de uk pl ro cz hu 30.06.12
03.07.17 conf.1258e at sk ie lu bg hr
04.11.15 4279
se dk lt lv ee de uk pl be cz at
ie fr it es
none
16.08.13 3269
(se)fi lt lv ee de uk pl ro nl be 30.06.18
cz hu at sk (ie) si lu fr it es el pt flex
bg hr cy
de ro nl be lu fr it el pt cy
30.09.05 43r
se dk de uk pl nl be cz hu at sk 01.02.09
ie si lu fr it es el pt hr cy

SE 31.01.14 12.04
31.10.15 02.13
30.11.17 23.03.18
FR 31.07.15
30.09.05 44r
31.01.16 29.09.17 12.02.18

lt lv ee uk pl ro nl cz hu sk si lu
fr it es el pt bg hr cy

EL 31.08.16
28.02.18 (28.02.19)

dk de uk pl nl be cz at ie si lu fr
it es el pt hr

31.01.12 2524

R2

R2

R2e

04.10.18 16.09.16 2013

C2

C2

2016

04.12.14

C2? e

†none

C2

12.17
(uk)

2005

101

Approv.
date

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

Potassium
phosphonates

01.10.13 30.09.23 5

FR
FR

CfS

Prochloraz

CfS

Profoxydim

01.01.12 31.12.21 4 4.1 IE
31.12.23
BE
01.08.11 31.07.21 4
3 ES
no
ES

DAR
RAR

consultation
start

EL 30.09.20
31.07.23a

EFSA Conclusions
date
doc #

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

12.06.13 2963
dk fi lt (lv) ee de uk pl nl be cz 30.09.15
20.06.16 conf1046e hu at ie si lu fr it es el pt bg hr
cy
22.07.11 2323
fi lt lv ee de uk pl ro nl be cz hu at flex
22.12.14 conf.730e sk ie si lu fr it es el bg hr mt
31.12.13
PSD
it es el pt
C2R2

DE 31.12.18
30.06.21
EL 31.07.18
31.01.19

102

LEGENDA on page 76
Status
Substance

C2R2e
2011

application

pLR Prohexadione

01.01.12 31.12.21 4
31.12.22

2 FR
FR

Propamocarb

01.10.07 31.07.19 3

9 IE
PT

Propaquizafop

29.02.16 01.08
02.10
07.17
01.12.09 30.11.21 4 4.1 IT EE 30.11.16
UK
30.05.19
AT
01.06.04 31.01.19 3
3 FI UK 31.01.14 06.16
FI

Propiconazole

BS
CfS

propolis extract
Propoxycarbazone

pending
01.09.17 31.08.32 3

CfS

Propyzamide

01.07.18 30.06.25 3

CfS

26.03.10 1555

20.10.06 78r
04.04.18

non-approved 20.02.2019 IT

CfS

Proquinazid

06.09
31.12.18
30.06.20
BE 30.09.14
31.01.16 06.17

3 DE
SE
3 SE
SE

01.11.09 31.10.19 3

10 SE
PT

Prosulfuron

01.05.17 30.04.24 5

FR
FR

††none
26.04.18
(pt)

04.03.11 2085
13.09.17 20.12.18 5418
17.03.09 204r

04.08.16 12.07.17 4887

EE 31.01.14 11.15

09.11.18 1494e
15.12.15 14.11.16 4612

UK 31.01.14 07.15

07.09.15 02.08.16 4554

none

C2e

2009

2011

se dk fi lt lv ee de uk pl ro be cz 30.11.11
C2e
hu at sk ie si lu fr it es el pt bg
hr cy
se dk fi lt lv ee de uk pl ro nl be
R1b
R1b
R1b
04.10.18 09.12.16 2017
cz hu at sk ie si lu fr it es el pt
bg hr cy
se fi lt lv ee de uk pl ro be cz hu flex
at sk ie lu fr it es el (bg)
se dk de uk pl ro nl be cz hu at 31.10.18
sk ie si lu fr it es el pt hr cy mt 30.04.19

nonee
2016

C2

C2
2016

flex

01.08.10 31.07.22 4 4.1 UK LT 31.07.17
SE
31.01.20

Prosulfocarb

se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy mt

01.12.09 1350

SE 31.10.15
30.04.16 (30.04.17)
SK
05.13
SK 30.04.21
30.10.21

---

se fi lt lv ee de uk pl ro cz hu at
sk ie si lu fr it es el pt bg hr cy
mt
28.08.07 111r
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt bg
hr cy
11.03.15 3815
de uk pl ro nl be hu (cz) at sk si 31.10.17
06.08.18 conf.1470e lu fr it es el pt bg hr mt

C2

C2e

2013

2009

none
2009
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Propanil

IE

Prothioconazole

01.08.08 31.07.19 3

Pseudomonas sp. Strain 01.02.14
DSMZ 13134
Pseudomonas
01.10.04
chlororaphis strain MA
342
Purpureocilium lilacinum 01.08.08
strain 251 (formerly
Paecilomyces lilacinus
strain 251)
Purpureocilium lilacinum pending
strain PL 11
Putrescinec
01.09.09

30.04.19 3
30.04.20

FR 31.07.15
31.01.16 02.18
BG 31.01.21
31.07.21a
DK 30.04.14 12.15

31.07.19 3 10 HU NL 31.07.15
31.01.16 07.18

01.08.07 106r

se dk fi lt lv ee de uk pl ro nl be 01.08.10
cz hu at sk ie si lu fr it es el pt
bg hr
12.11.12 2954
se de ro nl be at cz ie si it (es) 31.01.16
10.05.17 conf.1218e el hr cy
09.02.16 11.01.17 4668
se dk fi lt de uk nl be at lu fr it
es pt
12.06.18

27.07.07 103r

†none

R2e

03.18
(uk)

2007

it es el bg cy

18.09.18

UK
17.03.15 (<01.17) (01.05.17)
(DK)
31.08.19 4 4.2 AT AT 31.08.16
19.01.12 2516
ES
xx.xx.xx
pending
FR
02.06.16 07.17
27.09.17
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Pydiflumetofen

31.01.24 5

10 UK
UK
PL
NL
NL
4 SE
NL

†none
02.18
(fr)

Pymetrozine

01.11.01 31.10.18 2

DE

Pyraclostrobin

01.06.04 31.01.19 3

3 DE
DE

Pyraflufen-ethyl

01.04.16 31.03.31 2

NL

Pyrazone (see
Chloridazon)
Pyrethrins

Pyridaben
Pyridalyl

Pyridate

BE

LT

DE 31.08.16
29.02.20

01.05.11 30.04.23 4 4.1 NL
CZ
01.07.14 30.06.24 5
NL
NL

BE 30.04.18
30.10.20
BE 30.06.21
30.12.22a

AT

---

HU 31.01.14
31.07.14 15.02.18 10.07.18

01.09.09 31.08.22 4 4.2 IT
IT

01.01.16 31.12.30 2

05.13

LV

12.13

---

09.09.14 3817
11.01.17 4678
23.01.18 5129
PSD

04.02.15 4001

09.01.13
13.05.15
16.05.17
14.07.10
14.01.16
29.08.13
24.08.15
28.09.17
05.13

---

se dk fi lt lv ee de uk pl ro nl be
cz hu at ie si lu fr it es el pt (bg)
hr cy
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt
de uk pl ro nl be cz hu at ie lu
fr it es el pt bg

C2R2†

C2R2e

2004

05.17

2014

(de)

none
2009

nonee

none

none

2015

23.08.13 2010

†R2

none

01.19

2013

e

(nl)
nonee

none

none

2008

05.12.17 (2015)

103

3032
se dk fi de uk pl nl be cz hu at 31.03.14
conf.800e ie si lu fr it es el pt cy (bg) mt 31.12.15
conf.1212e
1632
pl ro nl be cz hu sk fr it es bg 30.04.13
conf.4376
3240
nl
31.12.14
conf.865e
30.06.16
conf.1298
30.06.18
e
11.03.15 3801
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy mt

C2

Pyrimethanil

Pyriofenone

Approv.
date

Expiry
date

01.06.07 30.04.19 3
30.04.20
01.02.14 31.01.24 5

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

8 AT
CZ

AT 31.05.14
31.10.15 08.17
10.18
UK EL 31.01.21
LV
31.07.22a

consultation
start

EFSA Conclusions
date
doc #

authorised (applied)
north central south

conf.
data
deadl.

CMR classification
CLP intent EFSAe

21.02.06 61r
08.11.17
14.02.19

se dk fi lt de uk pl ro nl be cz hu 01.06.09
at sk ie si lu fr it es el pt hr (bg)
cy mt
03.04.13 3147
se dk fi lt lv ee uk pl ro be (cz) 31.01.16
16.09.16 conf.1085e hu at ie si lu fr it (es) el pt hr
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Status
Substance

†C2

C2

02.18

2013

e

(uk)
Pyriproxyfen

01.01.09 31.12.19 3

Pyroxsulam

01.05.14 30.04.24 5

10 NL
NL

ES

UK FI
DK

11.05
31.12.15 09.13
30.06.16 11.17
30.04.21

HU 30.04.16
30.10.16 (30.10.17)
RO 31.08.16
28.02.18 (28.02.19)
2012

pLR Rape seed oil

FI

FI

08.05.18

30.04.18
30.10.21
DE 31.12.15
30.06.16 (30.06.17)
AT 30.04.14 12.16
23.01.17
UK 30.11.16
xx.xx.xx
UK 30.11.16
SE 30.05.19 (30.05.20)
UK 30.11.16
AT 30.05.19

30.04.13 3182
se dk fi lt lv ee de uk pl ro nl be 30.04.16 none none
nonee
04.10.18 10.03.16 (2013)
03.02.17 conf.1168e cz hu at sk ie si lu fr it es el pt
bg hr
uk pl cz hu (at) sk fr (it) (es)
22.07.11 2300

lt lv ee de pl ro nl be cz hu at sk
si fr

02.03.18 1382e
29.10.10 1523
se fi lt lv ee de uk pl ro nl be cz 30.04.13
24.02.15 conf.767e hu at sk ie si lu fr (it) el bg hr
12.12.07 117r
(se) dk de uk pl nl be cz hu at sk
ie lu fr
25.01.18 5085
de uk pl ro be cz hu at sk ie si
lu fr it es el pt hr mt
14.07.09 205r
lu it bg hr cy
30.11.11
14.07.09 205r
14.07.09 205r

R2e

fi lt lv ee de uk pl ro nl be cz hu at 30.11.11
sk ie si fr it es el pt (bg) hr mt
lt lv ee de uk pl ro be cz hu at 30.11.11 M2R1b C2R2
C2R2e
2001
03.06.16 2009
sk ie es el hr
C2R2
04.10.18

Renriduron (see
Rimsulfuron)
Rescalure

01.09.09 31.08.20 4

18.12.15 18.12.25

2 ES
NL

AT

31.08.16
28.02.18 (28.02.19)

17.01.13 3058

se dk fi de uk pl nl be cz at sk ie
si lu fr it es el pt cy

20.02.15 4031

es (el) pt
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pLR Pythium oligandrum M1 01.05.09 30.04.19 4 1 SE
30.04.20
pLR Quartz sand
01.09.09 31.08.20 4
2 AT
LV
BS Quassia amara L. wood pending
extract
Quinmerac
01.05.11 30.04.24 4 4.2 UK
EE
Quinoclamine
01.01.09 31.12.18 3 10 SE
SE
CfS Quinoxyfen
01.09.04 27.12.18 3
4 UK
30.04.19
UK
Quizalofop-Pc
01.12.09 30.11.19 4 4.1 FI
HR
Quizalofop-P-ethyl
01.12.09 30.11.21 4 4.1 FI
FI
CfS Quizalofop-P-tefuryl
01.12.09 30.11.21 4 4.1 FI
FI

06.08.09 336r
se dk ro nl be hu at (ie) si fr it 30.06.12 none
2009
21.08.14 conf.3813 es el pt bg hr cy

Reynoutria
sacchalinensis extract
Rimsulfuron

Non-appoved 01.03.18
01.02.07 30.04.19 3
30.04.20

8 DE
SI

S-Abscisic acid

01.07.14 30.06.24 5

NL
NL

S-Metolachlor

01.04.05 31.07.19 3

UK

5 BE
DE

FI

11.05.12 07.14

21.09.14 11.09.15 4221

31.01.14 01.17

09.03.17 29.09.05 45r

DK 30.06.21
30.12.21

29.08.13 3341

se fi lt lv ee de uk pl ro nl be cz
hu at sk ie si lu fr it es el pt bg
hr cy mt
it el es

††none
21.12.17

FR 31.07.14
31.01.15 06.09.18 29.11.18

COM

de uk ro nl be cz hu at sk ie si
lu fr it es el pt bg hr cy mt

none

(nl)
R2e (rar)

2008

06.09.18

(nl)
LRS Saccharomyces
cerevisiae strain LAS02
BS Salix spp. cortex
BS Saponaria officinalis
pLR Sea-algae extractc

01.07.15 none, BS
pending
01.09.09 31.08.19 4

01.02.14 31.01.24 5

FR

09.14

12.01.15 03.12.15 4322

06.07.28
none
2 IT
BE

FR
FR

IT

31.08.16
xx.xx.xx

AT 31.01.21
30.11.22a

no authorisation required
17.07.17 1263e
10.01.12 2492

be

18.07.12 2823
30.01.13 3057

se fi lt lv ee uk pl nl cz hu at (ie) flex
fr it (es) (bg)

†C2

C2e

15.11.17 2013

(fr)
pLR Sheep fat

01.09.09 31.08.20 4

Silthiofam

01.07.18 30.06.33 3

Sintofen
Sodium 5nitroguaiacolate
pLR Sodium aluminium
silicate
BS Sodium chloride
BS
Sodium hydrogen
carbonate
Sodium hypochlorite c

01.06.11 31.05.21 4
31.05.24
01.11.09 31.10.22 4
01.09.09 31.08.20 4
28.09.17 none, BS
08.12.15 none, BS
pending

2 EL
CZ
2 IE
IE
4.2 FR
CZ
4.2 EL
NL
2 HU
HU

FR 31.08.16
27.01.12 2525
28.02.18 (28.02.19)
BE 31.10.13 06.15
22.07.15 22.08.16 4574

FR 31.05.18
30.11.21
EL 31.10.16
30.04.20 (30.04.21)
AT 31.08.16
28.02.18 (28.02.19)
none
IT
none
AT none 03.16
09.17
22.11.17

14.12.10 1931
01.04.09 191r

se dk fi lt lv ee de uk pl be cz hu
at si fr it
se dk lt lv ee de uk pl nl be cz flex
sk ie lu fr it es
de cz hu fr
30.11.11
31.05.13
pl ro cz hu (at) sk es el bg hr cy 31.10.11

none
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Sea salt (see sodium
chloride)
Sedaxane

06.07.16 06.07.31

R2e

30.11.18 2016

C2? e

23.01.12 2493
31.01.17 1172e
10.12.14 719e
14.09.18 5407

no authorisation required
no authorisation required

uk ie

nonee
(2018)

01.09.09 31.08.19 4 4.2 NL
IE

UK 31.08.16
xx.xx.xx

02.07.12 2796

01.11.09 31.10.22 4 4.2 EL
NL

EL 31.10.16
30.04.20 (30.04.21)

01.04.09 191r

†none
24.02.15

(nl)
pl ro cz hu sk es el bg hr cy

31.10.11
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Sodium onitrophenolate

Sodium pnitrophenolate
Sodium silver
thiosulphate
Spear mint oil
Spinetoram
Spinosad
Spirodiclofenc
Spiromesifen

Spiroxamine

pLR Spodoptera littoralis
nucleopolyhedrovirus
pLR Straight Chain Lepidopteran Pheromones
(SCLPs)
pLR Streptomyces K61
(formerly S.
griseoviridis)
Streptomyces lydicus
WYEC 108
BS Sucrose
CfS Sulcotrione
Sulfosate (see
Glyphosate)

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

DAR
RAR

consultation
start

EFSA Conclusions
date
doc #

authorised (applied)
north central south

conf.
data
deadl.

01.11.09 31.10.22 4 4.2 EL
NL
01.05.14 30.04.24 5
NL
NL
01.09.09 31.08.22 4 4.2 SE
SE
01.07.14 30.06.24 5
UK
HR
01.02.07 30.04.19 3
8 NL
30.04.20
NL
01.08.10 31.07.20 4
3 NL
AT
01.10.13 30.09.23 5
UK
IT

EL 31.10.16
30.04.20 (30.04.21)
LV 30.04.21
30.10.21
NL 31.08.16
29.02.20 (28.02.21)
ES 30.06.21
30.12.21
FR 31.01.14 03.17
26.04.17

01.04.09 191r

pl ro cz hu sk es el bg hr cy

03.10.13 3136

nl

16.11.12 2541

se dk de uk pl nl be at ie fr it es
pt
(uk) (hu) (at) si fr el es pt hr cy flex

NL 31.07.17
xx.xx.xx
AT 30.09.20
30.03.22a

17.08.09 339r

01.05.14 30.04.24 5

NO 30.04.21
30.10.21

AT
AT

01.01.12 31.12.21 4 4.1 DE
31.12.23
AT
01.06.13 31.05.23 5
01.09.09 31.08.20 4
12.09.14

EE
EE
2 AT
IT

09.09
--31.12.18
30.06.21
FR 31.05.20
30.11.20 (30.11.21)
FR 31.08.16
28.02.18 (28.02.19)

EE
EE

FR 30.04.16
30.10.16 12.18

01.01.15 31.12.24 5

NL
NL

DE 31.12.21
30.06.23a

01.01.15 none, BS
01.09.09 31.08.22 4 4.2 DE
DE

ES 31.08.16
29.02.20

03.05.18 5252

13.06.07
12.10.12
28.07.16
02.08.13
05.07.17

EE

01.05.09 30.04.19 4 1
30.04.20

08.05.13 3220

CMR classification
CLP intent EFSAe

31.10.11

R2e

se dk de uk pl ro nl be cz hu at sk
ie si lu fr it es el pt bg hr cy mt
fi lt ee de uk pl ro nl be hu at si
C1bR2 C1bR2
04.10.18 09.12.16
lu fr it el pt bg hr cy
nl be hu lu fr it es el cy mt
30.09.15

105r
2879
conf.1071e
3243
se dk fi de uk pl ro nl be cz hu flex
conf.1156e at ie (si) lu fr it es el pt (bg) hr
cy mt
22.10.10 1719
dk lt lv ee de uk pl ro be cz hu flex
15.01.18 conf.1360 at sk ie si lu fr it es el pt bg hr 31.12.13
e
cy
fr it es (pt)

R2e
(2018)

C2e
(2009)

R2e

R2

R2

2015

10.09.13 2013

R2

R2

2017

11.09.15 2010e

R2rms

27.05.16 conf.1031e lv ee de uk pl ro nl be cz hu at 31.12.15
04.05.17 conf.1213e sk ie si lu fr it es el pt bg hr cy 31.12.16
22.01.13 3061

se fi lt lv ee uk nl be hu (at) (ie)
fr it (el) cy

12.06.14 616e
16.10.08 150r

no authorisation required
de pl ro nl be cz hu (at) sk lu fr 31.08.11 R2
2013
it es el pt bg (cy)

07.03.19

R2e
2008
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Spirotetramat

Approv.
date
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Status
Substance

Sulfosulfuron

01.01.16 31.12.30 2

SE

Sulfoxaflor

18.08.15 18.08.25

IE

Sulfuryl fluoride
pLR Sulphur

BS

BS

CfS

31.12.27 05.13
18.08.22 00.12
03.18

01.11.10 31.10.23 4 4.2 UK IE
16.02.17
AT
01.01.10 31.12.20 4
2 FR SI
FR

31.10.17
30.04.21
31.12.16
30.06.18 (30.06.19)

---

27.11.14 3764
11.03.15
20.09.18
28.03.19
14.01.10
30.10.15
19.12.08

Sunflower oil
Sweet Lupin (seeds),
Lupinus albus L.,
Tagetes oil
Talc E553B

02.12.16 none, BS
pending

SE

pending
28.05.18 none, BS

UK

Tau-fluvalinate

01.06.11 31.05.24 4 4.2 DK
DK

DE 31.05.18
30.11.21

Tea tree extract

01.09.09 31.08.20 4

Tebuconazole

01.09.09 31.08.19 4

BG 31.08.16
28.02.18 (28.02.19)
31.08.16
DK 28.02.17 (28.02.18)

13.02.12
23.04.18
17.10.08
03.01.14

DE 31.05.18
30.11.21
BE 31.10.16
30.04.20
IT 30.11.16
xx.xx.xx
DK 31.12.18 (30.06.23)
30.06.22

14.12.10
03.07.18
30.03.09

Tebufenozide

01.06.11 31.05.24 4

Tebufenpyrad

01.11.09 31.10.22 4

Teflubenzuronc

01.12.09 30.11.19 4

Tefluthrin

01.01.12 31.12.21 4
31.12.24

Tembotrione
Terbuthylazine

01.05.14 30.04.24 5

2 LV
PL
3 DK
UK
DK
4.2 DE
ES
4.2 DE
FR
4.1 FR
SE
4.2 DE
HU

15.04.16

se dk fi lv ee uk pl be cz hu sk
ie lu fr it es
3692
(uk) (nl) (cz) (hu) (at) ie (es) el 18.08.17 none
(2015)
conf1474e (bg)
conf5633
1441
de uk nl be ie fr it es pt
30.06.17
conf.870e
221r
se dk de uk pl ro nl be cz hu at 30.06.11
sk ie si lu fr it es el pt bg hr cy
mt
1024e
no authorisation required

none

nonee

05.12.13 2014

18.03.10 (<01.12)

AT FR 30.04.21 (30.10.22)
AT
30.10.21
01.01.12 31.12.21 4 4.2 UK HR 31.12.18 (30.06.23)
31.12.24
ES
30.06.22

05.07.16 1044e
01.09.17 1277e
07.07.10 1645

15.01.09

2542
1407e
176r
3485

no authorisation required
se dk fi lt lv ee de uk pl ro be cz flex
hu at sk si fr it es el pt bg hr cy 31.05.13
mt
pl bg
30.04.16

se dk fi lt lv ee de uk pl ro nl be flex
cz hu at sk ie si lu fr it es el pt bg
hr cy mt
1871
de pl be at si lu fr it es el pt bg 31.05.13
conf.1429e hr
192r
de uk pl nl be cz hu ie si lu fr it 31.10.11
el pt bg hr cy
184r
nl it pt hr

09.12.10 1709

se dk de uk pl ro nl be cz hu at flex
sk si fr it es el pt (bg) hr (mt) 30.06.12
31.12.12
15.03.13 3131
de uk pl ro nl be cz hu at sk si
lu fr it es el pt bg hr
10.01.11 1969
de uk pl ro nl be cz hu at sk ie flex
14.12.15 conf.919e si lu it es el pt bg hr cy mt
30.06.12
29.06.17 conf.4868
30.06.13

R2e

R2

R2

(2015)

05.06.13 2008
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CfS

IE

none
(2013)

none

†

2017

R2

R2

(2015)

04.06.13 2013

none

none

none

2017

05.06.15 2011

C2e

107

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

Terpenoid blend QRD460

10.08.15 10.08.25

Tetraconazole

01.01.10 31.12.21 4 4.1 IT
19.12.10
FR
01.04.17 31.03.32
ES

Thiabendazole
CfS

Approv.
date

Thiacloprid

01.01.05 30.04.19 3
30.04.20

NL

4 UK
UK
DE
8 ES
FR

01.07.14 30.06.24 5

UK EL 30.06.21
FR
30.12.21

Thifensulfuron-methyl

01.11.16 31.10.31 2

UK AT 31.10.28
(AT)

01.08.04 31.10.18 3

Thyme oil
Thymol

pending
01.12.13 30.11.23 5

Tolclofos-methyl

01.02.07 30.04.19 3
30.04.20

Tolpyralate

Topramezone

pending

pending

ES 31.01.14
31.10.15

6 DE
SE

FI

4 BE
FR

BE 30.04.14

28.02.13

UK
18.03.10
UK EL 30.11.20
ES
30.05.21
8 SE DK 31.01.14
SE
31.10.15
UK FR 22.05.15
(DE)
FR

authorised (applied)
north central south

07.10.14 3816
(se) (fi) (nl) (cz) (si) (it) (es)
23.05.17 conf.1227e

conf.
data
deadl.
10.02.16

de uk pl ro be cz hu at sk si fr it 31.12.11
es el pt bg hr mt
de uk ro be hu at ie si lu fr it es 31.03.19
el pt bg hr cy
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr cy
12.03.12 2601
se dk fi lt lv ee de uk pl ro nl be
(31.10.16)
16.01.13 3067
cz hu at sk si fr it es el pt bg hr
31.07.15 4212
cy
20.04.16 conf.1020e
31.12.14
(30.12.22)
01.07.13 3270
se dk fi lt lv ee de pl ro nl be cz 30.06.16
06.09.16 conf.1083e hu at sk (ie) si lu fr it es el pt bg 30.06.18
hr
07.14
21.09.14 23.07.15 4201
se dk fi lt lv ee de uk pl ro nl be 31.03.17
cz hu at sk ie si lu fr it es el pt 30.06.17
bg hr
flex
10.16
28.11.16 17.01.18 5133
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk (ie) si fr it es el pt bg
hr cy mt
12.15
15.03.16 20.07.17 4700
dk lt lv ee de uk pl ro nl be cz
hu at sk ie si fr it es el pt bg hr
cy
(<02.12)
05.11.12 2916
(nl) fr it es el pt (bg) cy mt
30.11.15
24.01.17 conf.1162e
18.08.05 32ar
se dk fi de uk nl be cz at ie fr it
10.16
12.01.17 29.01.18 5130
es el cy
15.11.18 5130update
27.03.18 03.05.18

04.12.03 08.07

CMR classification
CLP intent EFSAe
†none

none

15.05.17 2017
15.05.17 contains
15.05.17 3 components
(nl)

R2e

none
(2009)
none

nonee

15.03.17 2014

C2R1b C2R1b

C2R1be

2017

2019

2015

†R2
23.01.18
(fr)

†none C2?
30.11.18 2013
none

none

R2e

04.10.18 09.12.16 2015

M2

†M1b

2008

03.04.18 C2e
(se)
2018

M1b

none

???

2008

2017

†none

nonee

06.18
(se)

2018

†C2
03.18
(uk)

---

03.02.14 3540

nl cz hu sk at el bg

C2R1be
2014

e
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Thiencarbazone

Thiram

EFSA Conclusions
date
doc #

DE 31.12.16
16.10.08 152r
30.06.19 (30.06.20)
NL
05.13
--06.11.14 3880
31.03.29
DE 30.04.14 10.17
23.01.18 04.03.19 5595
31.10.14

01.02.07 30.04.19 3

01.03.06 31.10.19 3

consultation
start

10.08.22 (28.02.24)
28.02.23

Thiamethoxam
(no longer supported)

Thiophanate-methyl

DAR
RAR
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LEGENDA on page 76
Status
Substance

Tralkoxydimc
CfS

Tri-allate

Triadimenolc

01.05.09 30.04.19 4

1 UK
ES
01.01.10 31.12.21 4 4.1 UK
UK
NL
01.09.09 31.08.19 4 4.1 UK
ES
01.10.11 30.09.21 4 4.2 UK
no
DE

CfS

Triazoxide

CfS

Tribasic copper sulfate 01.12.09 31.01.19 3
(see Copper compounds) 13.02.15

PT 30.04.16
xx.xx.xx
CZ 31.12.16
30.06.19

28.07.08 139r

16.07.09 181r
uk nl be ie fr it
02.02.16 conf.953e

LV 31.08.16
xx.xx.xx
SK 30.09.18

DE 30.11.13
12.16

Tribenuron

6 SE

LV 28.02.13
30.04.15 06.16

177r
fi lt lv ee de pl ro cz hu sk si fr flex
conf.726e it es el bg hr cy
31.08.11
193r
de sk
30.09.13
2018
conf.1079e
187r
de ro cz hu at sk lu si fr it es el
conf.3235 pt bg hr cy
5152
conf.1486e
15ar
se dk fi lt lv ee de uk pl ro nl be
4912
cz hu at sk ie si lu fr it es el pt bg
hr cy mt
de pl (nl) fr it es el pt

01.05.09 30.04.19 4 1
30.04.20

SE
SE

01.06.13 31.05.23 5

UK IT
SE
FR

31.05.20 31.05.20
30.11.20 30.11.20
06.07.28 04.14
21.09.14 29.04.15 4092

uk ro nl be ie pt

01.05.09 30.04.19 4 1

SE
SE

IT

30.04.16
xx.xx.xx

se it el

01.05.09 30.04.19 4 1
30.04.20

SE
SE

IT

30.04.16
30.10.16 (30.10.17)

se it

01.06.13 31.05.23 5

SK 31.05.20 31.05.20
30.11.20 30.11.20
IT 30.04.16
30.10.16 (30.10.17)

fr

01.05.09 30.04.19 4 1
30.04.20

FR
IT
FR
SE

01.05.09 30.04.19 4 1
30.04.20

SE
SE

NL 30.04.16
30.10.16 (30.10.17)

se dk uk pl nl be hu sk ie fr it es
el

01.05.09 30.04.19 4 1

SE
SE

NL 30.04.16
xx.xx.xx

se

06.07.16 06.07.31

FR 30.04.16
30.10.16 (30.10.17)

17.10.08
18.12.14
09.07.09
01.03.11
16.08.16
22.10.08
22.05.13
03.02.17 16.01.18
26.09.18
01.08.05
08.08.16 28.07.17

be (cz) (hu) at lu (es) pt

2008

31.12.11

R2e

R1b

R1b

2017

04.12.15 2008

none

none

2009

14.09.18 2017

none
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pLR Trichoderma asperellum
(ex T. harzianum) strains
ICC012, T25 and TV1
pLR Trichoderma asperellum
strain T34
LRS Trichoderma atroviride
strain SC1
pLR Trichoderma atroviride
(formerly T. harzianum)
strain IMI 206040 c
pLR Trichoderma atroviride
(formerly T. harzianum)
strain T11
pLR Trichoderma atroviride
strain I-1237
pLR Trichoderma gamsii
(formerly T. viride)
strain ICC080
pLR Trichoderma harzianum
strains T-22 and ITEM
908
pLR Trichoderma
polysporum strain IMI
206039c

01.03.06 31.10.19 3
01.02.19 30.01.34

C2R2e

01.05.11 C2
2014

application

7 FR
FR

sk it es pt

Triclopyr

Approv.
date

Expiry
date

Air

Co-RMS Appl.date
Subm.date
prev
RMS

Tritosulfuron

01.02.07 30.04.19 3
30.04.20

8 AT
AT

01.12.08 30.11.19 3

10 DE
SI

pLR Urea

01.09.09 31.08.20 4 2

BS

Urticae folium

30.03.17 none, BS

Valifenalate

01.07.14 30.06.24 5

consultation
start

EFSA Conclusions
date
doc #

HU 31.05.14
19.01.06 56r
31.10.15 (31.10.16)
EL 31.07.13
31.01.14 09.16
10.11.16 20.10.17 4989

authorised (applied)
north central south

conf.
data
deadl.

de uk pl nl be cz (hu) at sk ie lu
fr it es el pt cy
se fi lt de uk pl ro nl be cz hu at flex
sk ie si lu fr it es el pt bg hr cy flex
mt
nl be

BE 30.06.17
xx.xx.xx
HU 31.03.18

14.12.09 1415
03.01.11 1941

hu it es pt

DK 31.12.16
30.06.17 (30.06.18)

30.11.09 195r

se dk fi lt de uk pl ro nl be cz hu flex
at sk ie fr it es el pt hr

ES 31.08.16
xx.xx.xx
LV 30.04.14 02.05
31.10.15 03.17

11.01.12 2503
10.01.06 57r
18.05.17 13.04.18 5229

UK 31.01.14
18.08.05 33ar
31.10.15 (31.10.16 18.12.18
AT 30.11.15
31.05.16 03.18

EL FI
UK
EL

CMR classification
CLP intent EFSAe
R2e
none

†none

R2e

2008

11.18
(uk)

2017

R1b

R1b

none

2016

04.12.14 2009

C2

C2

(2015)

05.12.13 2009

31.03.13

fr bg
se dk fi lt lv ee de uk pl ro nl be
cz hu at sk ie si lu fr it es el pt
bg hr mt
(se) (fi) lt lv ee de uk pl ro be cz 01.02.09
hu at ie si lu fr it es el pt bg mt

(se) fi lt lv ee de pl ro nl be cz
none
(2009)
11.09.18
hu at sk ie si lu fr it es el pt bg
hr cy
31.08.16
27.01.12 2523
fi uk es el cy
01.05.13
28.02.18 (28.02.19)
27.07.16 conf.1065e
01.01.16
25.11.15 ---

PSD

---

C2e

16.08.16 1075e

no authorisation required

20.06.13 3253

de pl ro (nl) be cz hu at sk si lu 30.06.16
fr it es (el) pt (bg) (cy) mt

†none

none

03.18

2018

(lt)
†none
22.11.18

(at)
none
02.11.18
(SI)

R1b?e
2016

pLR Verticillium albo-atrum 01.05.09 30.04.19 4 1
(formerly Verticillium
30.04.20
dahliae) strain WCS850
BS Vinegar
01.07.15 none, BS
30.01.19
BS Vitis vinifera cane
pending
tannins

HU SI
HU
NL
SE

30.06.21
30.12.21

NL 30.04.16
30.10.16 10.17
---

se dk de uk nl
30.01.18
---

31.07.14 641e
29.08.17 1281e
21.05.18 1414e

no authorisation required

†none

C2e

12.01.18 2013
(hu)
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8 IE
PL
Trifloxystrobin
1 UK
UK
(NL)
Triflumizole
01.07.10 30.06.20 4
3 NL
(no renewal application)
NL
Triflumuronc
01.04.11 31.03.21c 4 4.2 IT
IT
Triflusulfuron
01.01.10 31.12.19 4
3 FR
FR
Trimesium (see Glyphosate)
Trimethylamine
01.09.09 31.08.19 4 4.2 BE
hydrochloride
BG
Trinexapac-ethyl
01.05.07 30.04.19 3
8 NL
30.04.20
LT
Triticonazole

01.06.07 30.04.19 3
30.04.20
01.08.18 31.07.33 3

DAR
RAR
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LEGENDA on page 76
Status
Substance

BS

CfS

Whey
02.05.16 none, BS
.
XDE-777 (see fenpicoxamid)
zeta-Cypermethrin
01.12.09 30.11.21 4 4.1 BE
AT
Zinc phosphide
01.05.11 30.04.24 4 4.2 DE
AT
Ziram
01.08.04 30.04.19 3
4 BE
30.04.20
IT
Zoxamide

01.07.18 30.06.33 3

pLR Zucchini Yellow Mosaik 01.06.13 31.05.23 5
Virus, weak strain

---

DE 30.11.16
30.05.19
DE 30.04.18
30.10.21
MT 30.04.14 05.16
02.17
01.18
3 UK FR 31.01.14
LV
31.07.14 07.16
UK EL 31.05.20
DK AT 30.11.21a

---

04.11.15 879e

no authorisation required

15.01.09 196r

lt lv (ee) de uk pl ro be cz hu at 30.11.11
sk lu fr it el pt bg cy
de pl (cz) hu at si lu (it) (es) (bg)

19.07.10 1671
PSD
31.03.17
03.07.18
22.09.16 25.09.17 4980

† (de)

pl ro be cz hu at sk si fr it el pt
hr cy mt
dk lt lv de uk pl ro nl be cz hu flex
at ie si fr it es el pt bg hr cy mt
fr

none e
2017
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Main text of the Regulation

I
(Acts adopted under the EC Treaty/ Euratom Treaty whose publication is obligatory)

REGULATIONS
REGULATION (EC) No 1107/ 2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 21 Oct ober 2009
concerning t he placing of plant protection products on t he market a nd repealing Council Directives
79/ 117/ EEC a nd 91/ 414/ EEC

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,
Having regard to the Treaty establishing the European
Community, and in particular Article 37(2), Article 95 and
Article 152(4)(b) thereof,

scientific and technical developments, that Directive
should be replaced.
(4)

By way of simplification, the new act should also
repeal Council Directive 79/ 117/ EEC of 21
December 1978 prohibiting the placing on the
market and use of plant protection products
containing certain active substances (6).

(5)

To simplify application of the new act and to ensure
consistency throughout the Member States, it
should take the form of a Regulation.

(6)

Plant production has a very important place in the
Community. One of the most important ways of
protecting plants and plant products against harmful
organisms, including weeds, and of improving
agricultural production is the use of plant protection
products.

(7)

Plant protection products can however also have
non- beneficial effects on plant production. Their
use may involve risks and hazards for humans,
animals and the environment, especially if placed
on the market without having been officially tested
and authorised and if incorrectly used.

(8)

The purpose of this Regulation is to ensure a high
level of protection of both human and animal
health and the environment and at the same time
to safeguard the competitiveness of Community
agriculture. Particular attention should be paid to
the protection of vulnerable groups of the
population, including pregnant women, infants and

Having regard to the proposal from the Commission,
Having regard to the opinion of the European Economic
and Social Committee (1),
Having regard to the opinion of the Committee of the
Regions (2),
Acting in accordance with the procedure laid down in
Article 251 of the Treaty (3),
Whereas:
(1)

Council Directive 91/ 414/ EEC of 15 July 1991
concerning the placing of plant protection products
on the market (4) provides for rules governing plant
protection products and the active substances
contained in those products.

(2)

Following the progress report presented by the
Commission under Directive 91/ 414/ EEC, the
European Parliament by its Resolution of 30 May
2002 (5) and the Council in its Conclusions of 12
December 2001 asked the Commission to review
Directive 91/ 414/ EEC and identified a number of
issues for the Commission to address.

(3)

In the light of the experience gained from the
application of Directive 91/ 414/ EEC and of recent

(1 ) OJ C 175, 27.7.2007, p. 44.
(2 ) OJ C 146, 30.6.2007, p. 48.
(3 ) Opinion of the European Parliament of 23 October 2007 (OJ C
263 E, 16.10.2008, p. 181), Council Common Position of 15
September 2008 (OJ C 266 E, 21.10.2008, p. 1) and European

Parliament Position of 13 January 2009 (not yet published in the
Official Journal). Council Decision of 24 September 2009.
(4 ) OJ L 230, 19.8.1991, p. 1.
5
( ) OJ C 187 E, 7.8.2003, p. 173.
(6 ) OJ L 33, 8.2.1979, p. 36
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children. The precautionary principle 1 should be
applied and this Regulation should ensure that
industry demonstrates that substances or products
produced or placed on the market do not have any
harmful effect on human or animal health or any
unacceptable effects on the environment.
(9)

(10)

(11)

(12)

1

In order to remove as far as possible obstacles to
trade in plant protection products existing due to the
different levels of protection in the Member States,
this Regulation should also lay down harmonised
rules for the approval of active substances and the
placing on the market of plant protection products,
including the rules on the mutual recognition of
authorisations and on parallel trade. The purpose of
this Regulation is thus to increase the free
movement of such products and availability of
these products in the Member States.
Substances should only be included in plant
protection products where it has been demonstrated
that they present a clear benefit for plant production
and they are not expected to have any harmful
effect on human or animal health or any
unacceptable effects on the environment. In order
to achieve the same level of protection in all
Member States, the decision on acceptability or
non-acceptability of such substances should be
taken at Community level on the basis of
harmonised criteria. These criteria should be
applied for the first approval of an active substance
under this Regulation. For active substances already
approved, the criteria should be applied at the time
of renewal or review of their approval.
The development of non-animal test methods
should be promoted in order to produce safety data
relevant to humans and to replace animal studies
currently in use.
In the interest of predictability, efficiency and
consistency, a detailed procedure should be laid
down for assessing whether an active substance can
be approved. The information to be submitted by
interested parties for the purposes of approval of a
substance should be specified. In view of the amount
of work connected with the approval procedure, it
is appropriate that the evaluation of such
information be performed by a Member State
acting as a rapporteur for the Community. To
ensure consistency in evaluation, an independent
scientific review should be performed by the
European Food Safety Authority established by
Regulation (EC) No 178/ 2002 of the European
Parliament and of the Council of 28 January 2002
laying down the general principles and requirements

Editor’s NOTE: see also "Communication from the Commission on the
precautionary principle" of 02.02.2000, and Opinion Advocate General
12.03.2019 Case C- 616/ 17.

(2 ) OJ L 31, 1.2.2002, p. 1.

of food law, establishing the European Food Safety
Authority and laying down procedures in matters of
food safety (2) (the Authority). It should be clarified
that the Authority performs a risk assessment whilst
the Commission should perform the risk
management role and take the final decision on an
active substance. Provisions should be included to
ensure the transparency of the evaluation process.
(13)

For ethical reasons, the assessment of an active
substance or a plant protection product should not
be based on tests or studies involving the deliberate
administration of the active substance or plant
protection product to humans with the purpose of
determining a human ‘no observed effect level’ of an
active substance. Similarly, toxicological studies
carried out on humans should not be used to lower
the safety margins for active substances or plant
protection products.

(14)

To speed up the approval of active substances, strict
deadlines should be established for the different
procedural steps.

(15)

In the interest of safety, the approval period for
active substances should be limited in time. The
approval period should be proportionate to the
possible risks inherent in the use of such substances.
Experience gained from the actual use of plant
protection products containing the substances
concerned and any developments in science and
technology should be taken into account when any
decision regarding the renewal of an approval is
taken. The renewal of the approval should be for
a period not exceeding 15 years.

(16)

The possibility of amending or withdrawing the
approval of an active substance in cases where the
criteria for approval are no longer satisfied, or
where compliance with Directive 2000/ 60/ EC of the
European Parliament and of the Council of 23
October 2000 establishing a framework for
Community action in the field of water policy (3) is
compromised, should be provided for under certain
conditions.

(17)

The evaluation of an active substance may reveal
that it presents considerably less of a risk than other
substances. In order to favour the inclusion of such
a substance in plant protection products, it is
appropriate to identify such substances and to
facilitate the placing on the market of plant
protection products containing them. Incentives
should be given for the placing on the market of lowrisk plant protection products. 4

(3 ) OJ L 327, 22.12.2000, p. 1.
4 Editor’s NOTE: see also Commission Notice 2018/ C 265/ 02 of
27.07.2018, OJ C 265/ 8
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(18)

Certain substances which are not predominantly
used as plant protection products may be of value
for plant protection, but the economic interest of
applying for approval may be limited. Therefore,
specific provisions should ensure that such
substances, as far as their risks are acceptable, may
also be approved for plant protection use.

(19)

Some active substances with certain properties
should be identified at Community level as
candidates for substitution. Member States should
regularly examine plant protection products
containing such active substances with the aim of
replacing them by plant protection products
containing active substances which require less risk
mitigation or by non-chemical control or
prevention methods.

(20)

In certain Member States non-chemical control or
prevention methods, which are significantly safer
for human and animal health and for the
environment, have been established and generally
applied for certain uses. In exceptional cases
Member States should also be able to apply the
comparative
assessment
when
granting
authorisation for plant protection products.

(21)

In addition to active substances, plant protection
products may contain safeners or synergists for
which similar rules should be provided. The
technical rules necessary for the evaluation of such
substances should be established. Substances
currently on the market should only be evaluated
after those rules have been established.

(22)

Plant protection products may also contain coformulants. It is appropriate to provide a list of coformulants which should not be included in plant
protection products.

(23)

Plant protection products containing active
substances can be formulated in many ways and
used on a variety of plants and plant products,
under different agricultural, plant health and
environmental (including climatic) conditions.
Authorisations for plant protection products should
therefore be granted by Member States.

(24)

The provisions governing authorisation must ensure
a high standard of protection. In particular, when
granting authorisations of plant protection products,
the objective of protecting human and animal health
and the environment should take priority over the
objective of improving plant production. Therefore,
it should be demonstrated, before plant protection
products are placed on the market, that they
present a clear benefit for plant production and do
not have any harmful effect on human or animal
health, including that of vulnerable groups, or any
unacceptable effects on the environment.

115

(25)

In the interest of predictability, efficiency and
consistency, criteria, procedures and conditions for
the authorisation of plant protection products
should be harmonised, account being taken of the
general principles of protection of human and
animal health and the environment.

(26)

Where the decision on approval cannot be finalised
within the period provided for due to reasons not
falling under the responsibility of the applicant,
Member States should be able to grant the
provisional authorisations for a limited period in
order to facilitate the transition to the approval
procedure provided for under this Regulation. In
the light of the experience gained from the approval
of the active substances under this Regulation, the
provisions on provisional authorisations should
cease to apply or be extended after the period of five
years, if necessary.

(27)

The active substances contained in a plant
protection product can be produced by different
manufacturing processes, leading to differences in
specifications. Such differences may have safety
implications. For efficiency reasons, a harmonised
procedure at Community level should be provided
for the assessment of those differences.

(28)

Good administrative cooperation between Member
States should be increased during all steps of the
authorisation procedure.

(29)

The principle of mutual recognition is one of the
means of ensuring the free movement of goods
within the Community. To avoid any duplication of
work, to reduce the administrative burden for
industry and for Member States and to provide for
more harmonised availability of plant protection
products, authorisations granted by one Member
State should be accepted by other Member States
where agricultural, plant health and environmental
(including climatic) conditions are comparable.
Therefore, the Community should be divided into
zones with such comparable conditions in order to
facilitate such mutual recognition. However,
environmental or agricultural circumstances specific
to the territory of one or more Member States might
require that, on application, Member States
recognise or amend an authorisation issued by
another Member State, or refuse to authorise the
plant protection product in their territory, where
justified as a result of specific environmental or
agricultural circumstances or where the high level of
protection of both human and animal health and
the environment required by this Regulation
cannot be achieved. It should also be possible to
impose appropriate conditions having regard to the
objectives laid down in the National Action Plan
adopted
in
accordance
with
Directive
2009/ 128/ EC of the European Parliament and of
the Council of 21 October 2009 establishing a
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framework for Community action to achieve a
sustainable use of pesticides (1).
(30)

The economic incentive for industry to apply for
an authorisation is limited for certain uses. In order
to ensure that diversification of agriculture and
horticulture is not jeopardised by the lack of
availability of plant protection products, specific
rules should be established for minor uses.

(31)

Where identical plant protection products are
authorised in different Member States, a simplified
procedure for granting a parallel trade permit
should be provided for in this Regulation, in order
to facilitate the trade between Member States of
such products.

(32)

In exceptional cases, Member States should be
permitted to authorise plant protection products not
complying with the conditions provided for in this
Regulation, where it is necessary to do so because of
a danger or threat to plant production or ecosystems
which cannot be contained by any other reasonable
means. Such temporary authorisations should be
reviewed at Community level.

(33)

Community seeds legislation provides for free
movement of seeds within the Community but
does not contain a specific provision concerning
seeds treated with plant protection products. Such
a provision should therefore be included in this
Regulation. If treated seeds constitute a serious risk
to human or animal health or to the environment,
Member States should have the possibility of taking
protective measures.

(34)

To promote innovation, special rules should be
established permitting the use of plant protection
products in experiments even where they have not
yet been authorised.

(35)

To ensure a high level of protection of human and
animal health and the environment, plant protection
products should be used properly, in accordance
with their authorisation, having regard to the
principles of integrated pest management and
giving priority to non- chemical and natural
alternatives wherever possible. The Council should
include in the statutory management requirement
referred to in Annex III to Council Regulation (EC)
No 1782/ 2003 of 29 September 2003 establishing
common rules for direct support schemes under
the common agricultural policy and establishing
certain support schemes for farmers (2), the principles
of integrated pest management, including good
plant protection practice and non-chemical

(1 ) OJ L390, 24.11.2009, p. 71
(2 ) OJ L 270, 21.10.2003, p. 1.

methods of plant protection and pest and crop
management.
(36)

In addition to this Regulation and Directive
2009/ 128/ EC, a thematic strategy on the
sustainable use of pesticides was adopted. In order to
achieve coherence between these instruments, the
user should know from the product label where,
when and under what circumstances a plant
protection product may be used.

(37)

A system of exchange of information should be
established. Member States should make available
to each other, the Commission and the Authority
the particulars and scientific documentation
submitted in connection with applications for
authorisation of plant protection products.

(38)

Adjuvants may be used to increase the efficacy of a
plant protection product. Their placing on the
market or use should be forbidden where they
contain a co-formulant which has been prohibited.
The technical rules necessary for the authorisation
should be established.

(39)

Studies represent a major investment. This
investment should be protected in order to
stimulate research. For this reason, tests and studies,
other than those involving vertebrate animals,
which will be subject to obligatory data sharing,
lodged by one applicant with a Member State
should be protected against use by another
applicant. This protection should, however, be
limited in time in order to allow competition. It
should also be limited to studies which are genuinely
necessary for regulatory purposes, to avoid
applicants artificially extending the period of
protection by submitting new studies which are not
necessary. Business operators, in particular small
and medium sized enterprises, should have the same
opportunities in respect of market access.

(40)

The use of non-animal test methods and other risk
assessment strategies should be promoted. Animal
testing for the purposes of this Regulation should
be minimised and tests on vertebrates should be
undertaken as a last resort. In accordance with
Council Directive 86/ 609/ EEC of 24 November
1986 on the approximation of laws, regulations and
administrative provisions of the Member States
regarding the protection of animals used for
experimental and other scientific purposes(3), tests
on vertebrate animals must be replaced, restricted
or refined. Therefore, rules should be laid down to
avoid duplicative testing and duplication of tests and
studies on vertebrates should be prohibited. For the
purpose of developing new plant protection

(3 ) OJ L 358, 18.12.1986, p. 1.
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products, there should be an obligation to allow
access to studies on vertebrates on reasonable terms
and the results and the costs of tests and studies on
animals should be shared. In order to allow
operators to know what studies have been carried
out by others, Member States should keep a list of
such studies even where they are not covered by
the above system of compulsory access.
(41)

(42)

As different rules are applied by Member States,
the Commission and the Authority in relation to
access to and confidentiality of documents, it is
appropriate to clarify the provisions concerning
access to information contained in the documents in
the possession of these authorities and the
confidentiality of these documents.
Directive 1999/ 45/ EC 1 of the European Parliament
and of the Council of 31 May 1999 concerning the
approximation of the laws, regulations and
administrative provisions of the Member States
relating to the classification, packaging and
labelling of dangerous preparations (2) applies to the
classification, packaging and labelling of plant
protection products. However, to improve further
the protection of users of plant protection products,
of consumers of plants and plant products and of
the environment, further specific rules are
appropriate which take account of the specific
conditions of use of plant protection products.
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and animal welfare rules (3 ) provides for control
measures for the use of plant protection products at
all stages of the production of food, including
record-keeping on the use of plant protection
products. Similar rules on monitoring and controls
relating to the storage and use of plant protection
products not covered by Regulation (EC) No
882/ 2004 should be adopted by the Commission.
The bureaucratic burden on farmers should be as
limited as possible.
(47)

The measures provided for in this Regulation
should apply without prejudice to other
Community legislation, in particular Directive
2009/ 128/ EC, Directive 2000/ 60/ EC, Regulation
(EC) No 396/ 2005 of the European Parliament and
of the Council of 23 February 2005 on maximum
residue levels of pesticides in or on food and feed
of plant and animal origin ( 4 ) and Community
legislation on the protection of workers and anyone
concerned with the contained use and deliberate
release of genetically modified organisms.

(48)

It is necessary to establish procedures for the
adoption of emergency measures in situations where
an approved active substance, a safener, a synergist
or a plant protection product is likely to constitute a
serious risk to human or animal health or the
environment.

(43)

To ensure that advertisements do not mislead users
of plant protection products or the public, it is
appropriate to lay down rules on the advertising
of those products.

(49)

Member States should lay down rules on penalties
applicable to infringements of this Regulation and
should take the measures necessary to ensure that
they are implemented.

(44)

Provisions on record-keeping and information
about the use of plant protection products should
be established in order to raise the level of protection
of human and animal health and the environment
by ensuring the traceability of potential exposure, to
increase the efficiency of monitoring and control
and to reduce the costs of monitoring water quality.

(50)

General civil and criminal liability in the Member
States of the manufacturer and, where applicable, of
the person responsible for placing the plant
protection product on the market or using it
should remain applicable.

(51)

Member States should have the possibility of
recovering the costs of the procedures associated
with the application of this Regulation from those
seeking to place, or placing, plant protection
products or adjuvants on the market and from those
applying for the approval of active substances,
safeners or synergists.

(52)

Member States should designate the necessary
national competent authorities.

(53)

The Commission should facilitate the application
of this Regulation. Therefore, it is appropriate to
provide for the necessary financial resources and the

(45)

Provisions on control and inspection arrangements
with regard to the marketing and use of plant
protection products should ensure correct, safe and
harmonised implementation of the requirements
laid down in this Regulation in order to achieve a
high level of protection of both human and animal
health and the environment.

(46)

Regulation (EC) No 882/ 2004 of the European
Parliament and of the Council of 29 April 2004 on
official controls performed to ensure the verification
of compliance with feed and food law, animal health

1

Editor’s NOTE: This “dangerous Substances Directive” (aka
DSD) is repealed and replaced by the CLP Regulation 1272/ 2008
(Art.60).

(2 ) OJ L 200, 30.7.1999, p. 1.
(3 ) OJ L 165, 30.4.2004, p. 1.
(4 ) OJ L 70, 16.3.2005, p. 1.
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possibility of amending certain provisions of this
Regulation in the light of experience or of
developing technical notes for guidance.
(54)

The measures necessary for the implementation of
this Regulation should be adopted in accordance
with Council Decision 1999/ 468/ EC of 28 June
1999 laying down the procedures for the exercise of
implementing powers
conferred
on
the
Commission (1).

(58)

It is also appropriate to use the advisory procedure
to adopt some purely technical measures, in particular technical guidelines in view of their nonbinding character.

(59)

Certain provisions of Directive 91/ 414/ EEC should
remain applicable during the transitional period,

HAVE ADOPTED THIS REGULATION:
CHAPTER I

(55)

In particular, the Commission should be
empowered to adopt harmonised methods to
determine the nature and quantity of active
substances, safeners and synergists, and where
appropriate of relevant impurities and coformulants, and maximum quantities of plant
protection products to be released, and to adopt
Regulations concerning labelling requirements,
controls and rules for adjuvants, establishing a work
programme for safeners and synergists, including
their data requirements, postponing the expiry of
the approval period, extending the date for
provisional authorisations, setting the information
requirements for parallel trade and on inclusion of
co-formulants, as well as amendments to the
Regulations on data requirements and on uniform
principles for evaluation and authorisation and to
the Annexes. Since those measures are of general
scope and are designed to amend non- essential
elements of this Regulation, inter alia, by
supplementing it with new non-essential elements,
they must be adopted in accordance with the
regulatory procedure with scrutiny provided for in
Article 5a of Decision 1999/ 468/ EC.

(56)

On grounds of efficiency, the normal time limits
for the regulatory procedure with scrutiny should
be curtailed for the adoption of a Regulation
postponing the expiry of the approval period for a
period sufficient to examine the application.

(57)

Furthermore, it is appropriate to transfer certain
current provisions set out in the Annexes to Directive 91/ 414/ EEC into separate legal instruments
to be adopted by the Commission within 18 months
after the entry into force of this Regulation. Since
these current provisions should be, as a first step,
transferred into new legal instruments and thus be
adopted without any substantial modification, the
advisory procedure is the most appropriate.

(1 ) OJ L 184, 17.7.1999, p. 23.
2 Editor’s NOTE: see also "Communication from the Commission on the
precautionary principle" of 02.02.2000, and Opinion Advocate General
12.03.2019 Case C- 616/ 17.

GENERAL PROVISIONS
Article 1
Subject matter and purpose
1.
This Regulation lays down rules for the
authorisation of plant protection products in commercial
form and for their placing on the market, use and control
within the Community.
2.
This Regulation lays down both rules for the
approval of active substances, safeners and synergists,
which plant protection products contain or consist of, and
rules for adjuvants and co-formulants.
3.
The purpose of this Regulation is to ensure a high
level of protection of both human and animal health and
the environment and to improve the functioning of the
internal market through the harmonisation of the rules
on the placing on the market of plant protection products,
while improving agricultural production.
4.
The provisions of this Regulation are underpinned
by the precautionary principle in order to ensure that
active substances or products placed on the market do not
adversely affect human or animal health or the
environment. In particular, Member States shall not be
prevented from applying the precautionary principle 2
where there is scientific uncertainty3 as to the risks with
regard to human or animal health or the environment
posed by the plant protection products to be authorised in
their territory.
Article 2
Scope
1.
This Regulation shall apply to products, in the form
in which they are supplied to the user, consisting of or
containing active substances, safeners or synergists, and
intended for one of the following uses:

3

Editor’s NOTE: See also EFSA Guidance on Uncertainty Analysis in Risk
Assessments, page 69
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(a) protecting plants or plant products against all harmful
organisms or preventing the action of such organisms,
unless the main purpose of these products is considered
to be for reasons of hygiene rather than for the
protection of plants or plant products;
(b) influencing the life processes of plants, such as
substances influencing their growth, other than as a
nutrient or as a plant biostimulant 1;

Article 3
Definitions
For the purposes of this Regulation, the following
definitions shall apply:
1.

‘residues’ means one or more substances present in or
on plants or plant products, edible animal products,
drinking water or elsewhere in the environment and
resulting from the use of a plant protection product,
including their metabolites, breakdown or reaction
products;

2.

‘substances’ means chemical elements and their
compounds, as they occur naturally or by
manufacture, including any impurity inevitably
resulting from the manufacturing process;

3.

‘preparations’ means mixtures or solutions composed
of two or more substances intended for use as a plant
protection product or as an adjuvant;

4.

‘substance of concern’ means any substance which has
an inherent capacity to cause an adverse effect on
humans, animals or the environment and is present or
is produced in a plant protection product in sufficient
concentration to present risks of such an effect.

(c) preserving plant products, in so far as such substances
or products are not subject to special Community
provisions on preservatives;
(d) destroying undesired plants or parts of , except algae
unless the products are applied on soil or water to
protect plants;
(e) checking or preventing undesired growth of plants,
except algae unless the products are applied on soil or
water to protect plants.
These products are referred to as ‘plant protection
products’.
2.
This Regulation shall apply to substances, including
micro- organisms having general or specific action against
harmful organisms or on plants, parts of plants or plant
products, referred to as ‘active substances’.
3.

Such substances include, but are not limited to,
substances meeting the criteria to be classified as
hazardous in accordance with Regulation (EC) No
1272/ 2008 of the European Parliament and of the
Council of 16 December 2008 on classification,
labelling and packaging of substances and mixtures (2),
and present in the plant protection product at a
concentration leading the product to be regarded as
dangerous within the meaning of Article 3 of
Directive 1999/ 45/ EC 3 ;

This Regulation shall apply to the following:

(f) substances or preparations which are added to a plant
protection product to eliminate or reduce phytotoxic
effects of the plant protection product on certain
plants, referred to as ‘safeners’;
(g) substances or preparations which, while showing no
or only weak activity as referred to in paragraph 1, can
give enhanced activity to the active substance(s) in a
plant protection product, referred to as ‘synergists’;
(h) substances or preparations which are used or intended
to be used in a plant protection product or adjuvant,
but are neither active substances nor safeners or
synergists, referred to as ‘co-formulants’;
(i) substances or preparations which consist of coformulants or preparations containing one or more
co-formulants, in the form in which they are supplied
to the user and placed on the market to be mixed by
the user with a plant protection product and which
enhance its effectiveness or other pesticidal properties,
referred to as ‘adjuvants’.

1

new proposed text in Art.46 of 2016/ 0084 (COD), COM proposal
for new Fertiliser Regulation d.d. 17.03.2016; This text is expected
to be adopted in single reading (see page 29, “Codecision”) in 2018.
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5.

‘plants’ means live plants and live parts of plants,
including fresh fruit, vegetables and seeds;

6.

‘plant products’ means products of plant origin in an
unprocessed state or having undergone only simple
preparation, such as milling, drying or pressing, but
excluding plants;

7.

‘harmful organisms’ means any species, strain or
biotype belonging to the animal kingdom or plant
kingdom or pathogenic agent injurious to plants or
plant products;

8.

‘non-chemical methods’ means alternative methods
to chemical pesticides for plant protection and pest
management, based on agronomic techniques such as
those referred to in point 1 of Annex III to Directive

(2 ) OJ L 353, 31.12.2008, p. 1.
3 Editor’s NOTE: This Directive is repealed and replaced by the
CLP Regulation 1272/ 2008 (Art.60).
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2009/ 128/ EC, or physical, mechanical or biological
pest control methods;
9.

‘placing on the market’ means the holding for the
purpose of sale within the Community, including
offering for sale or any other form of transfer,
whether free of charge or not, and the sale,
distribution, and other forms of transfer themselves,
but not the return to the previous seller. Release for
free circulation into the territory of the Community
shall constitute placing on the market for the purposes
of this Regulation;

10. ‘authorisation of a plant protection product’ means
an administrative act by which the competent
authority of a Member State authorises the placing
on the market of a plant protection product in its
territory;
11. ‘producer’ means a person who manufactures plant
protection products, active substances, safeners,
synergists, co-formulants or adjuvants on his own, or
who contracts this manufacturing to another party, or
a person designated by the manufacturer as his sole
representative for the purpose of compliance with this
Regulation;
12. ‘letter of access’ means an original document by
which the owner of data protected under this
Regulation agrees to the use of such data under the
specific terms and conditions by the competent
authority for the purpose of granting an authorisation
of a plant protection product or an approval of an
active substance, synergist or safener for the benefit
of another applicant;
13. ‘environment’ means waters (including ground,
surface, transitional, coastal and marine), sediment,
soil, air, land, wild species of fauna and flora, and any
interrelationship between them, and any relationship
with other living organisms;
14. ‘vulnerable groups’ means persons needing specific
consideration when assessing the acute and chronic
health effects of plant protection products. These
include pregnant and nursing women, the unborn,
infants and children, the elderly and workers and
residents subject to high pesticide exposure over the
long term;
15. ‘micro- organisms’ means any microbiological entity,
including lower fungi and viruses, cellular or noncellular, capable of replication or of transferring
genetic material;

the European Parliament and of the Council of 12
March 2001 on the deliberate release into the
environment of genetically modified organisms (1);
17. ‘zone’ means a group of Member States as defined in
Annex I.
For the purpose of use in greenhouses, as post-harvest
treatment, for treatment of empty storage rooms and
for seed treatment the zone means all zones defined in
Annex I;
18. ‘good plant protection practice’ means a practice
whereby the treatments with plant protection products
applied to given plants or plant products, in
conformity with the conditions of their authorised uses,
are selected, dosed and timed to ensure acceptable
efficacy with the minimum quantity necessary, taking
due account of local conditions and of the possibilities
for cultural and biological control;
19. ‘good laboratory practice’ means a practice as defined
in point 2.1 of Annex I to Directive 2004/ 10/ EC of the
European Parliament and of the Council of 11
February 2004 on the harmonisation of laws,
regulations and administrative provisions relating to
the application of the principles of good laboratory
practice and the verification of their applications for
tests on chemical substances (2);
20. ‘good experimental practice’ means a practice in
accordance with the provisions of European and
Mediterranean Plant Protection Organisation (EPPO)
Guidelines 181 and 152;
21. ‘data protection’ means the temporary right of the
owner of a test or study report to prevent it being used
for the benefit of another applicant;
22. ‘rapporteur Member State’ means the Member State
which undertakes the task of evaluating an active
substance, safener or synergist;
23. ‘tests and studies’ means investigations or experiments
whose purpose is to determine the properties and
behaviour of an active substance or of plant
protection products, predict exposure to active
substances and/ or their relevant metabolites,
determine safe levels of exposure and establish
conditions for the safe use of plant protection
products;
24. ‘authorisation holder’ means any natural or legal
person holding an authorisation of a plant protection
product;

16. ‘genetically modified organisms’ means organisms in
which the genetic material has been altered within the
meaning of Article 2(2) of Directive 2001/ 18/ EC of

(1 ) OJ L 106, 17.4.2001, p. 1.

(2 ) OJ L 50, 20.2.2004, p. 44.
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25. ‘professional user’ means a professional user as
defined in Article 3(1) of Directive 2009/ 128/ EC;

overall approval decision or for the definition of risk
mitigation measures;

26. ‘minor use’ means use of a plant protection product
in a particular Member State on plants or plant
products which are:

33. ‘impurity’ means any component other than the pure
active substance and/ or variant which is present in
the technical material (including components
originating from the manufacturing process or from
degradation during storage).

a. not widely grown in that Member State; or
b. widely grown, to meet an exceptional plant
protection need;
27. ‘greenhouse’ means a walk- in, static, closed place of
crop production with a usually translucent outer shell,
which allows controlled exchange of material and
energy with the surroundings and prevents release of
plant protection products into the environment.
For the purpose of this Regulation, closed places of
plant production where the outer shell is not
translucent (for example, for production of mushrooms
or witloof) are also considered as greenhouses;
28. ‘post-harvest treatment’ means treatment of plants or
plant products after harvest in an isolated space where
no run-off is possible, for example in a warehouse;
29. ‘biodiversity’ means variability among living organisms
from all sources, including terrestrial, marine and
other aquatic ecosystems and the ecological complexes
of which they are part; this variability may include
diversity within species, between species and of
ecosystems;
30. ‘competent authority’ means any authority or
authorities of a Member State responsible for carrying
out the tasks established under this Regulation;
31. ‘advertisement’ means a means of promoting the sale
or use of plant protection products (to anyone other
than the authorisation holder, the person placing the
plant protection product on the market and their
agents) by printed or electronic media;
32. ‘metabolite’ means any metabolite or a degradation
product of an active substance, safener or synergist,
formed either in organisms or in the environment.
A metabolite is deemed relevant if there is a reason
to assume that it has intrinsic properties comparable
to the parent substance in terms of its biological target
activity, or that it poses a higher or comparable risk to
organisms than the parent substance or that it has
certain toxicological properties that are considered
unacceptable. Such a metabolite is relevant for the

1

new proposed text in Art.46 of 2016/ 0084 (COD), COM proposal
for new Fertiliser Regulation d.d. 17.03.2016. This text is expected
to be adopted in single reading (see page 29, “Codecision”) in 2018.

34. "plant biostimulant" 1 means a product stimulating
plant nutrition processes independently of the
product's nutrient content with the sole aim of
improving one or more of the following characteristics
of the plant:
a. nutrient use efficiency;
b. tolerance to abiotic stress;
c. quality traits.
CHAPTER II
ACTIVE SUBSTANCES, SAFENERS, SYNERGISTS AND
CO- FORMULANTS
SECTION 1
Active substances
Subsection 1
Requirements and conditions for
approval
Article 4
Approval criteria for active substances
4.
An active substance shall be approved in
accordance with Annex II if it may be expected, in the
light of current scientific and technical knowledge, that,
taking into account the approval criteria set out in points
2 and 3 of that Annex, plant protection products
containing that active substance meet the requirements
provided for in paragraphs 2 and 3.
The assessment of the active substance shall first establish
whether the approval criteria set out in points 3.6.2 to
3.6.4 and 3.7 of Annex II are satisfied. If these criteria are
satisfied the assessment shall continue to establish whether
the other approval criteria set out in points 2 and 3 of
Annex II are satisfied.
5.
The residues of the plant protection products,
consequent on application consistent with good plant
protection practice and having regard to realistic
conditions of use, shall meet the following requirements:
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(a) they shall not have any harmful effects on human
health, including that of vulnerable groups, or animal
health, taking into account known cumulative and
synergistic effects where the scientific methods
accepted by the Authority to assess such effects are
available, or on groundwater;
(b) they shall not have any unacceptable effect on the
environment.
For residues which are of toxicological, ecotoxicological,
environmental or drinking water relevance, there shall be
methods in general use for measuring them. Analytical
standards shall be commonly available.
6.
A plant protection product, consequent on
application consistent with good plant protection practice
and having regard to realistic conditions of use, shall meet
the following requirements1 :
(a) it shall be sufficiently effective;
(b) it shall have no immediate or delayed harmful effect
on human health, including that of vulnerable groups,
or animal health, directly or through drinking water
(taking into account substances resulting from water
treatment), food, feed or air, or consequences in the
workplace or through other indirect effects, taking into
account known cumulative and synergistic effects
where the scientific methods accepted by the
Authority to assess such effects are available; or on
groundwater;
(c) it shall not have any unacceptable effects on plants or
plant products;
(d) it shall not cause unnecessary suffering and pain to
vertebrates to be controlled;
(e) it shall have no unacceptable effects on the
environment, having particular regard to the following
considerations where the scientific methods accepted
by the Authority to assess such effects are available:
(i) its fate and distribution in the environment,
particularly contamination of surface waters,
including estuarine and coastal waters,
groundwater, air and soil taking into account
locations distant from its use following long-range
environmental transportation;

7.
The requirements of paragraphs 2 and 3 shall be
evaluated in the light of uniform principles as referred to
in Article 29(6).
8.
For approval of an active substance, paragraphs 1, 2
and 3 shall be deemed to be satisfied where this has been
established with respect to one or more representative
uses of at least one plant protection product containing
that active substance.
9.
In relation to human health, no data collected on
humans shall be used to lower the safety margins resulting
from tests or studies on animals.
10. By way of derogation from paragraph 1, where on
the basis of documented evidence 2 included in the
application an active substance is necessary to control a
serious danger to plant health which cannot be contained
by other available means including non-chemical methods,
such active substance may be approved for a limited
period necessary to control that serious danger but not
exceeding five years even if it does not satisfy the criteria
set out in points 3.6.3, 3.6.4, 3.6.5 or 3.8.2 of Annex II,
provided that the use of the active substance is subject
to risk mitigation measures to ensure that exposure of
humans and the environment is minimised. For such
substances maximum residue levels shall be set in
accordance with Regulation (EC) No 396/ 2005.
This derogation shall not apply to active substances
which are or have to be classified in accordance with
Regulation (EC) No 1272/ 2008, as carcinogenic category
1A, carcinogenic category 1B without a threshold, or toxic
for reproduction category 1A.
Member States may authorise plant protection products
containing active substances approved in accordance with
this paragraph only when it is necessary to control that
serious danger to plant health in their territory.
At the same time, they shall draw up a phasing out plan
concerning the control of the serious danger by other
means, including non-chemical methods, and shall without
delay transmit that plan to the Commission.
Article 5
Fir st approval
First approval shall be for a period not exceeding 10
years.

(ii) its impact on non-target species, including on the
ongoing behaviour of those species;
(iii) its impact on biodiversity and the ecosystem.

1
2

see Guidance Doc. SANCO/ 10054/ 2013 Rev.3 of 11.07.2013
NOTE: see also EFSA 1201e, “Protocol for the evaluation of data
concerning the necessity of the application of insecticide active

substances to control a serious danger to plant health which cannot
be contained by other available means, including non- chemical
methods.”, 10.2903/ sp.efsa.2017.EN- 1201, pub. 05.04.17
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Article 6

Subsection 2

Conditions and r estrictions

Approval procedure
Article 7

Approval may be subject to conditions and restrictions
including:
(a) the minimum degree of purity of the active substance;
(b) the nature and maximum content of certain impurities;
(c) restrictions arising from the evaluation of the
information referred to in Article 8 taking account of
the agricultural, plant health and environmental,
including climatic, conditions in question;
(d) type of preparation;
(e) manner and conditions of application;
(f) submission of further confirmatory information to
Member States, the Commission and the European
Food Safety Authority, (the Authority), where new
requirements are established during the evaluation
process or as a result of new scientific and technical
knowledge1 ;
(g) designation of categories of users, such as professional
and non-professional;
(h) designation of areas where the use of plant protection
products, including soil treatment products, containing
the active substance may not be authorised or where
the use may be authorised under specific conditions;
(i) the need to impose risk mitigation measures and
monitoring2 after use;
(j) any other particular conditions that result from the
evaluation of information made available in the context
of this Regulation.

1
2
3
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Editor’s NOTE: see Guidance doc. SANCO/ 5634/ 2009, page 51
Editor’s NOTE: see Guidance doc. (2017) 6766, page 68
Editor’s NOTE: A legislative proposal for a Regulation on the
transparency and sustainability of the EU risk assessment in the
food chain affects several articles of Regulation 1107/ 2009. For
detailed information on the status quo of the proposal and references
to Reg. 178/ 2002 see the footnote for Art. 10.
Proposed new text for Art. 7.1: (red = added, strikethrough=
deleted)
1
An application for the approval of an active substance or
for an amendment to the conditions of an approval shall be
submitted by the producer of the active substance to a Member
State, (the rapporteur Member State), together with a summary
and a complete dossier as provided for in Article 8(1) and (2) of
this Regulation or a scientifically reasoned justification for not
providing certain parts of those dossiers, demonstrating that the
active substance fulfils the approval criteria provided for in
Article 4 of this Regulation. The application shall be submitted

Application 3
1.
An application for the approval of an active
substance or for an amendment to the conditions of an
approval shall be submitted by the producer of the active
substance to a Member State, (the rapporteur Member
State), together with a summary and a complete dossier as
provided for in Article 8(1) and (2) or a scientifically
reasoned justification for not providing certain parts of
those dossiers, demonstrating that the active substance
fulfils the approval criteria provided for in Article 4.
A joint application may be submitted by an association of
producers designated by the producers for the purpose of
compliance with this Regulation.
The application shall be examined by the Member State
proposed by the applicant, unless another Member State
agrees to examine it.
2.
Assessment of an application may be performed by a
number of Member States together under a co-rapporteur
system.
4 When submitting the application, the applicant may
3.
pursuant to Article 63 request certain information,
including certain parts of the dossier, to be kept
confidential and shall physically separate that information.

Member States shall assess the confidentiality requests.
Upon a request for access to information, the rapporteur
Member State shall decide what information is to be kept
confidential.
4.
When submitting the application the applicant shall
at the same time join a complete list of tests and studies

4

in accordance with standard data formats, where they exist
pursuant to Article 39f of Regulation (EC) No 178/ 2002, which
shall apply mutatis mutandis.
Editor’s NOTE: see footnote Art. 7.1. Proposed new text:
3
When submitting the application, the applicant may
pursuant to Article 63 request certain information, including
certain parts of the dossier, to be kept confidential and shall
physically separate that information.
Member States shall assess the confidentiality requests. Upon a
request for access to information After consultation with the
Authority, the rapporteur Member States shall decide what
information is to be kept confidential, in accordance with
Article 63.
The Authority, following consultations with the Member
States, shall lay down practical arrangements to ensure the
consistency of those assessments.
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submitted pursuant to Article 8(2) and a list of any claims
for data protection pursuant to Article 59.
5.
When assessing the application the rapporteur
Member State may at any time consult the Authority.
Article 8
Dos sier s 1
1.

The summary dossier shall include the following:

(a) information with respect to one or more
representative uses on a widely grown crop in each
zone of at least one plant protection product
containing the active substance, demonstrating that
the approval criteria provided for in Article 4 are met;
where the information submitted does not cover all
zones or concern a crop which is not widely grown,
justification for this approach;
(b) for each point of the data requirements for the active
substance, the summaries and results of tests and
studies, the name of their owner and of the person or
institute that has carried out the tests and studies;
(c) for each point of the data requirements for the plant
protection product, the summaries and results of tests
and studies, the name of their owner and of the person
or institute that carried out the tests and studies,
relevant to the assessment of the criteria provided for
in Article 4(2) and (3) for one or more plant
protection products which are representative of the
uses referred to in point (a), taking into account the
fact that data gaps in the dossier, as provided for in
paragraph 2 of this Article, resulting from the
proposed limited range of representative uses of the
active substance, may lead to restrictions in the
approval;
(d) for each test or study involving vertebrate animals, a
justification of the steps taken to avoid animal testing
and duplication of tests and studies on vertebrate
animals;
(e) a checklist demonstrating that the dossier provided for
in paragraph 2 of this Article is complete in view of
the uses applied for;
(f) the reasons why the test and study reports submitted
are necessary for first approval of the active substance
or for amendments to the conditions of the approval;
(g) where relevant, a copy of an application 2 for a
maximum residue level as referred to in Article 7 of

1

Editor’s NOTE: see Guidance Doc. SANCO/ 11244/ 2011, p. 54;
Guidance Doc. SANCO/ 10181/ 2013, p. 59;
Guidance Doc. SANCO/ 12545/ 2014, p. 62

Regulation (EC) No 396/ 2005 or a justification for not
supplying such information;
(h) an assessment of all information submitted.
2.
The complete dossier shall contain the full text of
the individual test and study reports concerning all the
information referred to in points (b) and (c) of paragraph 1.
It shall not contain any reports of tests or studies involving
the deliberate administration of the active substance or the
plant protection product to humans.
3.
The format of the summary dossier and the complete
dossier shall be established in accordance with the
advisory procedure referred to in Article 79(2).
4.
The data requirements referred to in paragraphs 1
and 2 shall contain the requirements for active substances
and plant protection products as set out in Annexes II and
III to Directive 91/ 414/ EEC and laid down in Regulations
adopted in accordance with the advisory procedure
referred to in Article 79(2) without any substantial
modifications. Subsequent amendments to these
Regulations shall be adopted in accordance with Article
78(1)(b).
5.
Scientific peer- reviewed open literature, as
determined by the Authority, on the active substance and
its relevant metabolites dealing with side- effects on health,
the environment and non-target species and published
within the last 10 years before the date of submission of
the dossier shall be added by the applicant to the dossier.
Article 9
Admissibility of the application
1.
Within 45 days of receiving the application, the
rapporteur Member State shall send the applicant a
written acknowledgement, stating the date of receipt, and
check whether the dossiers submitted with the application
contain all the elements provided for in Article 8, using the
checklist referred to in point (e) of Article 8(1). It shall also
check the requests for confidentiality referred to in Article
7(3) and the complete lists of tests and studies submitted
pursuant to Article 8(2).
2.
Where one or more of the elements provided for in
Article 8 are missing, the rapporteur Member State shall
inform the applicant, setting a period for their submission.
Such period shall be a maximum of 3 months.
Where at the end of that period, the applicant has not
submitted the missing elements, the rapporteur Member
State shall inform the applicant, the other Member States
and the Commission that the application is inadmissible.

2

Editor’s NOTE: see Sept. 2015 EFSA “Management of MRL
applications”, p.64
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A new application for the same substance may be
submitted at any time.
3.
Where the dossiers submitted with the application
contain all the elements provided for in Article 8, the
rapporteur Member State shall notify the applicant, the
other Member States, the Commission and the Authority
of the admissibility of the application and start assessing
the active substance.
After receiving that notification, the applicant shall
immediately forward the dossiers as provided for in Article
8 to the other Member States, the Commission and the
Authority, including the information about those parts of
the dossiers in respect of which confidentiality has been
requested as referred to in Article 7(3).
Article 101
Access to the summary dos sier
The Authority shall without delay make the summary
dossier referred to in Article 8(1) available to the public,
excluding any information in respect of which confidential
treatment has been requested and justified pursuant to
Article 63, unless there is an overriding public interest in
its disclosure.
Article 11
Draft assessment report
1.
Within 12 months of the date of the notification
provided for in the first subparagraph of Article 9(3), the
rapporteur Member State shall prepare and submit to the
Commission, with a copy to the Authority, a report,
referred to as the ‘draft assessment report’, assessing
whether the active substance can be expected to meet the
approval criteria provided for in Article 4.
2.
The draft assessment report shall also include where
relevant, a proposal to set maximum residue levels2 .
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The rapporteur Member State shall make an
independent, objective and transparent assessment in the
light of current scientific and technical knowledge.
Where, pursuant to Article 4(1), the assessment establishes
that the approval criteria set out in points 3.6.2 to 3.6.4
and 3.7 of Annex II are not satisfied, the draft assessment
report shall be limited to those parts of the assessment.
3.
Where the rapporteur Member State needs
additional studies or information, it shall set a period in
which the applicant must supply those studies or that
information. In that case, the 12-month period shall be
extended by the additional period granted by the
rapporteur Member State. The additional period shall be
of a maximum of 6 months and shall cease at the moment
when the additional information is received by the
rapporteur Member State. It shall inform the Commission
and the Authority accordingly.
Where at the end of the additional period, the applicant
has not submitted the additional studies or information,
the rapporteur Member State shall inform the applicant,
the Commission and the Authority and shall state the
missing elements in the assessment included in the draft
assessment report.
4.
The format of the draft assessment report 3 shall be
established in accordance with the advisory procedure
referred to in Article 79(2).
Article 12
Conclusion by the Authority
1.
The Authority shall circulate the draft assessment
report received from the rapporteur Member State to the
applicant and the other Member States at the latest 30 days
after its receipt. It shall ask the applicant to circulate an
update of the dossier where applicable to the Member
States, the Commission and the Authority.
The Authority shall make the draft assessment report
available to the public, after giving the applicant two weeks

1

Editor’s NOTE: A legislative proposal for a Regulation on the
transparency and sustainability of the EU risk assessment in the
food chain affects several articles (7.1, 7.3, 10, 15.1, 16, 63.1, 63.2,
63.3), of Regulation 1107/ 2009. On 12.04.2018 a public
Consultation on the draft Regulation was opened. Draft text in this
PDF- version of the 1107 Vademecum refers to the text from the
final version agreed in trilogue between the legislators on
11.02.2019. NOTE that references in the new text to Reg.
178/ 2002 refer to the amended new text, as proposed in the same
draft Regulation. See also page 159, “Note on transparency &
confidentiality”. Proposed new text for Art.10 (red = added,
strikethrough= deleted):
Article 10
P ublic a cces s t o t he dos s ier s

2
3

The Authority shall without delay make the summary dossiers
referred to in Article 8(1) of this Regulation including any
supplementary information supplied by the applicant,
available to the public, with the exception of any information
to which the rapporteur Member State has granted confidential treatment pursuant to Article 63 of this Regulation
excluding any information in respect of which confidential
treatment has been requested and justified pursuant to Article
63 unless there is an overriding public interest in its disclosure.
Editor’s NOTE: see also EFSA Sept. 2015 “Management of MRL
applications”, p.64
Editor’s NOTE: see : Guidance Doc. SANCO/ 11114/ 2012, p.55
Guidance Doc. SANCO/ 12592/ 2012, p. 57
Guidance Doc. SANCO/ 10180/ 2013, p. 5858
Guidance Doc. SANCO/ 12483/ 2014, p. 62
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to request, pursuant to Article 63, that certain parts of the
draft assessment report be kept confidential.

evaluation procedure and the properties of the active
substance concerned.

The Authority shall allow a period of 60 days for the
submission of written comments.

6.
The time limits for the Authority’s opinion on
applications concerning maximum residue levels set out in
Article 11 and for decisions on applications concerning
maximum residue levels set out in Article 14 of Regulation
(EC) No 396/ 2005 shall be without prejudice to the time
limits laid down in this Regulation.

2.
The Authority, where appropriate shall organise a
consultation of experts, including experts from the
rapporteur Member State.
Within 120 days of the end of the period provided for the
submission of written comments, the Authority shall adopt
a conclusion in the light of current scientific and technical
knowledge using guidance documents available at the
time of application on whether the active substance can
be expected to meet the approval criteria provided for in
Article 4 and shall communicate it to the applicant, the
Member States and the Commission and shall make it
available to the public. In the event of a consultation as
provided for in this paragraph, the 120-day period shall
be extended by 30 days.
Where appropriate, the Authority shall address in its
conclusion the risk mitigation options identified in the
draft assessment report.

7.
Where the conclusion of the Authority is adopted
within the time limit set out in paragraph 2 of this Article,
extended by any additional period set in accordance with
paragraph 3, the provisions of Article 11 of Regulation
(EC) No 396/ 2005 shall not apply and the provisions of
Article 14 of that Regulation shall apply without delay.
8.
Where the conclusion of the Authority is not adopted
within the time limit set out in paragraph 2 of this Article,
extended by any additional period set in accordance with
paragraph 3, the provisions of Articles 11 and 14 of
Regulation (EC) No 396/ 2005 shall apply without delay.
Article 13
Approval Regulation

3.
Where the Authority needs additional information,
it shall set a period of a maximum of 90 days for the
applicant to supply it to the Member States, the
Commission and the Authority.
The rapporteur Member State shall assess the additional
information and submit it to the Authority without delay
and at the latest within 60 days after receipt of the
additional information. In that case the 120-day period
provided for in paragraph 2 shall be extended by a period
which shall cease at the moment when the additional
assessment is received by the Authority.
The Authority may ask the Commission to consult a
Community reference laboratory, designated pursuant to
Regulation (EC) No 882/ 2004 for the purposes of
verifying whether the analytical method 1 for the
determination of the residues proposed by the applicant is
satisfactory and meets the requirements in Article 29(1)(g)
of this Regulation. The applicant shall, if requested by the
Community reference laboratory, provide samples and
analytical standards.

1.
Within six months of receiving the conclusion from
the Authority, the Commission shall present a report,
referred to as ‘the review report’, and a draft Regulation
to the Committee referred to in Article 79(1), taking into
account the draft assessment report by the rapporteur
Member State and the conclusion of the Authority.
The applicant shall be given the possibility to submit
comments on the review report.
2.
On the basis of the review report, other factors
legitimate to the matter under consideration and the
precautionary principle2 where the conditions laid down in
Article 7(1) of Regulation (EC) No 178/ 2002 are relevant,
a Regulation shall be adopted in accordance with the
regulatory procedure referred to in Article 79(3), providing
that:
(a) an active substance is approved, subject to conditions
and restrictions, as referred to in Article 6, where
appropriate;

4.
The conclusion of the Authority shall include details
concerning the evaluation procedure and the properties of
the active substance concerned.

(b) an active substance is not approved; or

5.
The Authority shall establish the format for its
conclusion which shall include details concerning the

3.
Where the approval provides for the submission of
further confirmatory information as referred to in Article

1
2

Editor’s NOTE: see Guidance Doc. SANCO/ 825/ 00, p. 48
Editor’s NOTE: see also "Communication from the Commission on the
precautionary principle" of 02.02.2000, and Opinion Advocate General
12.03.2019 Case C- 616/ 17.

(c) the conditions of the approval are amended.
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6(f), the Regulation shall provide the time limit to submit
the information to the Member States, the Commission
and the Authority.
The rapporteur Member State shall assess the additional
information and submit its assessment to the other
Member States, the Commission and the Authority
without delay and at the latest six months after the receipt
of the additional information.
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the Commission and the Authority, no later than three
years before the expiry of the approval.
2.
When applying for renewal, the applicant shall
identify new data he intends to submit and demonstrate
that they are necessary, because of data requirements or
criteria which were not applicable at the time of the last
approval of the active substance or because his request is
for an amended approval. The applicant shall at the same
time submit a timetable of any new and ongoing studies.

4. Approved active substances shall be included in the
Regulation 1 referred to in Article 78(3) containing the list
of active substances already approved. The Commission
shall maintain a list of approved active substances
electronically available to the public.

The applicant shall identify, giving reasons, the parts of
the information submitted that he requests to be kept
confidential in accordance with Article 63 and at the same
time any data protection claims pursuant to Article 59.

Subsection 3

Article 164

Renewal and review

2

Article 14
Renewal of approval
1.
On application the approval of an active substance
shall be renewed where it is established that the approval
criteria provided for in Article 4 are satisfied.

Access to the information for renewal
The Authority shall, without delay, make available to the
public the information provided by the applicant under
Article 15, excluding any information in respect of which
confidential treatment has been requested and justified
pursuant to Article 63, unless there is an overriding public
interest in its disclosure.
Article 17

Article 4 shall be deemed to be satisfied where this has
been established with respect to one or more
representative uses of at least one plant protection product
containing that active substance.
2.
The renewal of the approval shall be for a period
not exceeding 15 years. The renewal of approval of active
substances covered by Article 4(7) shall be for a period not
exceeding five years.
Article 15
Application for renewal
3 The application provided for in Article 14 shall be
1.
submitted by a producer of the active substance to a
Member State, with a copy to the other Member States,

1
2
3

Editor’s NOTE: Regulation 540/ 2011
Editor’s NOTE: see Guidance Doc. SANCO/ 2012/ 11251, p. 55
Editor’s NOTE: A legislative proposal for a Regulation on the
transparency and sustainability of the EU risk assessment in the
food chain affects several articles of Regulation 1107/ 2009. For
detailed information on the status quo of the proposal and
references to Reg. 178/ 2002 see the footnote for Art. 10.
Proposed new text (red = added, strikethrough= deleted):
The application provided for in Article 14 of this Regulation shall
be submitted by a producer of the active substance to a Member
State, with a copy to the other Member States, the Commission
and the Authority, no later than three years before the expiry of
the approval. The application shall be submitted in accordance
with standard data formats, where they exist pursuant to Article
39f of Regulation (EC) No 178/ 2002, which shall apply mutatis
mutandis.

Extension of approval period for the duration of
the procedure
Where for reasons beyond the control of the applicant it
appears that the approval is likely to expire before a
decision has been taken on renewal, a decision shall be
adopted in accordance with the regulatory procedure
referred to in Article 79(3), postponing the expiry of the
approval period for that applicant for a period sufficient
to examine the application.
A Regulation postponing the expiry for a period sufficient
to examine the application shall be adopted in accordance
with the regulatory procedure with scrutiny referred to in
Article 79(5) where an applicant could not give the three

Editor’s NOTE: see footnote Art. 15.
Proposed new text:
Article 16
Acces s t o t he infor m a t ion for r enew a l
The Authority shall assess, without delay, any request for
confidentiality and make available to the public the information
provided by the applicant under Article 15 as well as any other
supplementary information submitted by the applicant, except for
information in respect of which confidential treatment has been
requested and justified granted by the Authority pursuant to Article
38 of Regulation (EC) No 178/ 2002, and pursuant to Article 63 of
this Regulation unless there is an overriding public interest in its
disclosure.
The Authority, following consultations with the Member States, shall
lay down practical arrangements to ensure the consistency of those
assessments.
4
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Article 19

years’ notice required under Article 15(1) because the
active substance was included in Annex I to Directive
91/ 414/ EEC for a duration which expired before 14 June
2014.
The length of that period shall be established on the basis
of the following:
(a) the time
requested;

needed to

provide the information

Implementing measures
A Regulation, adopted in accordance with the regulatory
procedure referred to in Article 79(3), shall set out the
provisions necessary for the implementation of the renewal
procedure, including, where relevant, the implementation
of a work programme, as provided for in Article 18.
Article 20

(b) the time needed to complete the procedure;
Renewal Regulation
(c) where appropriate, the need to ensure the
establishment of a coherent work programme, as
provided for in Article 18.
Article 18
Work programme 1
The Commission may establish a work programme
grouping together similar active substances setting
priorities on the basis of safety concerns for human and
animal health or the environment and taking into account,
as far as possible, the need for an effective control and
resistance management of target pest. The programme
may require interested parties 2 to submit all the
necessary data to the Member States, the Commission
and the Authority within a period provided for in the
programme.
The programme shall include the following:
(a) the procedures concerning the submission and
assessment of applications for renewal of approvals;

1.
A Regulation shall be adopted in accordance with
the regulatory procedure referred to in Article 79(3),
providing that:
(a) the approval of an active substance is renewed,
subject to conditions and restrictions where
appropriate; or
(b) the approval of an active substance is not renewed.
2.
Where the reasons for not renewing the approval
do not concern the protection of health or the
environment, the Regulation referred to in paragraph 1
shall provide for a grace period not exceeding six months
for the sale and distribution, and in addition a maximum
of one year for the disposal, storage, and use of existing
stocks of the plant protection products concerned. The
grace period for the sale and distribution shall take into
account the normal period of use of the plant protection
product but the total grace period shall not exceed 18
months.

(b) the necessary data to be submitted, including
measures to minimise animal testing, in particular the
use of non-animal test methods and intelligent testing
strategies;

In the case of a withdrawal of the approval or if the
approval is not renewed because of the immediate
concerns for human health or animal health or the
environment, the plant protection products concerned
shall be withdrawn from the market immediately.

(c) the periods for submission of such data;

3.

Article 13(4) shall apply.

(d) rules on the submission of new information;

Article 21

(e) period for assessment and decision making;

Review of approval 3

(f) the allocation of evaluation of active substances to
Member States, taking into account a balance in the
responsibilities and work to be done among Member
States acting as rapporteurs.

1
2

Editor’s NOTE: see Guidance doc. SANCO/ 11284/ 2012, p. 56
Editor’s NOTE: see GD Air 3 SANCO/ 10148/ 2014, p.61
or GD Air 4 SANTE- 2016- 11734, p. 66

1.
The Commission may review the approval of an
active substance at any time. It shall take into account
the request of a Member State to review, in the light of
new scientific and technical knowledge and monitoring
data, the approval of an active substance, including where,
after the review of the authorisations pursuant to Article
44(1), there are indications that the achievement of the
objectives established in accordance with Article 4(1)(a)(iv)

3

Editor’s NOTE: see Guidance Doc. SANCO/ 10328/ 2004, p.49

1107 Vademecum

129

and (b)(i) and Article 7(2) and (3) of Directive 2000/ 60/ EC
is compromised.

as low-risk active substance in accordance with Article
78(1)(a).

Where, in the light of new scientific and technical
knowledge it considers that there are indications that the
substance no longer satisfies the approval criteria provided
for in Article 4, or further information required in
accordance with Article 6(f) has not been provided, it shall
inform the Member States, the Authority and the producer
of the active substance, setting a period for the producer
to submit its comments.

Article 23

2.
The Commission may ask the Member States and
the Authority for an opinion, or for scientific or technical
assistance. The Member States may provide their
comments to the Commission within three months from
the date of the request. The Authority shall provide its
opinion or the results of its work to the Commission
within three months of the date of the request.
3.
Where the Commission concludes that the approval
criteria provided for in Article 4 are no longer satisfied, or
the further information required in accordance with Article
6(f) has not been provided, a Regulation to withdraw or
amend the approval shall be adopted in accordance with
the regulatory procedure referred to in Article 79(3).
Article 13(4) and Article 20(2) shall apply.
Subsection 4
Derogations
Article 22
Low-risk active substances
1.
An active substance complying with the criteria
provided for in Article 4 shall be approved for a period
not exceeding 15 years by way of derogation from Article
5, where it is considered a low-risk active substance and
where it may be expected that plant protection products
containing that substance will pose only a low risk to human
and animal health and the environment as provided for
in Article 47(1).
2.
Articles 4 and 6 to 21 and point 5 of Annex II shall
apply. Low-risk active substances shall be listed separately
in the Regulation referred to in Article 13(4).
3.
The Commission may review and if necessary
specify new criteria 1 , 2 for approving an active substance

1
2
3

Editor’s NOTE: this was done by Regulation 2017/ 1432 of
07.08.18
Editor’s NOTE: see also Commission Notice 2018/ C 265/ 02 of
27.07.2018, OJ C 265/ 8
Editor’s NOTE: see: Guidance Doc. SANCO/ 10363/ 2012, p.55
see: Guidance Doc. SANCO/ 10069/ 2013, p.58

Approval criteria for basic substances 3
1.
Basic substances shall be approved in accordance
with paragraphs 2 to 6. By way of derogation from Article
5, the approval shall be for an unlimited period.
For the purpose of paragraphs 2 to 6, a basic substance
is an active substance which:
(a) is not a substance of concern; and
(b) does not have an inherent capacity to cause endocrine
disrupting, neurotoxic or immunotoxic effects; and
(c) is not predominantly used for plant protection
purposes but nevertheless is useful in plant protection
either directly or in a product consisting of the
substance and a simple diluent; and
(d) is not placed on the market as a plant protection
product.
For the purpose of this Regulation, an active substance
which fulfils the criteria of a ‘foodstuff’ as defined in Article
2 of Regulation (EC) No 178/ 2002 shall be considered as
a basic substance.4
2.
By way of derogation from Article 4, a basic
substance shall be approved where any relevant
evaluations, carried out in accordance with other
Community legislation regulating the use of that substance
for purposes other than for a plant protection product,
show that the substance has neither an immediate or
delayed harmful effect on human or animal health nor an
unacceptable effect on the environment.
3.
By way of derogation from Article 7 an application
for the approval of a basic substance shall be submitted by
a Member State or by any interested party to the
Commission.
The application shall be accompanied by the following
information:
(a) any evaluations of its possible effects on human or
animal health or the environment carried out in
accordance with other Community legislation
regulating the use of the substance; and

4

Editor’s NOTE: it is understood that a substance fulfilling the
criteria of a ‘foodstuff’ can be a basic substance, even if it is to be
considered as a “substance of concern” (see inter alia Review Report
Calcium hydroxide).
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SECTION 2

(b) other relevant information on its possible effects on
human or animal health or the environment.
4.
The Commission shall ask the Authority for an
opinion, or for scientific or technical assistance. The
Authority shall provide its opinion or the results of its work
to the Commission within 3 months of the date of the
request.
5.
Articles 6 and 13 shall apply. Basic substances shall
be listed separately in the Regulation 1 referred to in
Article 13(4).
6.
The Commission may review the approval of a
basic substance at any time. It may take into account the
request of a Member State to review the approval.
Where the Commission considers that there are
indications that the substance no longer satisfies the
criteria provided for in paragraphs 1 to 3 it shall inform
the Member States, the Authority and the interested party,
setting a period for their comments to be submitted.
The Commission shall ask the Authority for an opinion,
or for scientific or technical assistance. The Authority shall
provide its opinion or the results of its work to the
Commission within three months of the date of the
request.
Where the Commission concludes that the criteria referred
to in paragraph 1 are no longer satisfied, a Regulation to
withdraw or amend the approval shall be adopted in
accordance with the regulatory procedure referred to in
Article 79(3).

Safeners and synergists
Article 25
Approval of safeners and syner gists
1.
A safener or synergist shall be approved, where it
complies with Article 4.
2.

Articles 5 to 21 shall apply.

3.
Similar data requirements to those referred to in
Article 8(4) shall be defined for safeners and synergists in
accordance with the regulatory procedure with scrutiny
referred to in Article 79(4).
Article 26
Safener s and synergists already on the market
By 14 December 2014, a Regulation shall be adopted in
accordance with the regulatory procedure with scrutiny
referred to in Article 79(4) establishing a work programme
for the gradual review of synergists and safeners on the
market when that Regulation enters into force. The
Regulation shall include the establishment of data
requirements, including measures to minimise animal
testing, notification, evaluation, assessment and decisionmaking procedures. It shall require interested parties to
submit all the necessary data to the Member States, the
Commission and the Authority within a specified period.
SECTION 3

Article 24

Unacceptable co- formulants

Candidates for substitution 2

Article 27

1.
An active substance complying with the criteria
provided for in Article 4 shall be approved, for a period
not exceeding seven years, as a candidate for substitution
if it meets one or more of the additional criteria laid down
in point 4 of Annex II. By way of derogation from Article
14(2), the approval may be renewed once or more for
periods not exceeding seven years.

Co-for mulants

2.
Without prejudice to paragraph 1, Articles 4 to 21
shall apply. Candidates for substitution shall be listed
separately3 in the Regulation referred to in Article 13(4).

1.
A co-formulant shall not be accepted for inclusion
in a plant protection product where it has been
established that:
(a) its residues, consequent on application consistent with
good plant protection practice, and having regard to
realistic conditions of use, have a harmful effect on
human or animal health or on groundwater or an
unacceptable effect on the environment; or
(b) its use, consequent on application consistent with good
plant protection practice and having regard to realistic
conditions of use, has a harmful effect on human or

1
2

Editor’s NOTE: Regulation (EU) No 540/ 2011 of 25.5.2011, OJ
L 153, 11.6.2011
Editor’s NOTE: see also COM Questions & Answers document
01.2015 Rev.1

3

Editor’s NOTE: Candidates for substitution are listed in a separate
Regulation (EU) 2015/ 408, OJ L 67, 12.3.2015 p18
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animal health or an unacceptable effect on plants,
plant products or the environment.
2.
Co-formulants which are not accepted for inclusion
in a plant protection product pursuant to paragraph 1 shall
be included in Annex III in accordance with the regulatory
procedure with scrutiny referred to in Article 79(4).
3.
The Commission may review co-formulants at any
time. It may take into account relevant information
provided by Member States.
4.

Article 81(2) shall apply.

5.
Detailed rules for the implementation of this Article
may be established in accordance with the regulatory
procedure referred to in Article 79(3).
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that the Member State of production, storage or
movement has put in place inspection requirements to
ensure that the plant protection product is exported
from its territory;
(e) placing on the market and use of plant protection
products for which a parallel trade permit has been
granted in accordance with Article 52.
Article 29
Requir ements for the authorisation for placing on
the mar ket
1.
Without prejudice to Article 50 a plant protection
product shall only be authorised where following the
uniform principles referred to in paragraph 6 it complies
with the following requirements:

CHAPTER III
PLANT PROTECTION PRODUCTS
SECTION 1
Authorisation
SUBSECTION 1
Requirements and contents
Article 28
Authorisation for placing on the market and use
1.
A plant protection product shall not be placed on the
market or used unless it has been authorised in the
Member State concerned in accordance with this
Regulation.
2.
By way of derogation from paragraph 1, no
authorisation shall be required in the following cases:
(a) use of products containing exclusively one or more
basic substances;
(b) placing on the market and use of plant protection
products for research or development purposes in
accordance with Article 54;
(c) production, storage or movement of a plant protection
product intended for use in another Member State,
provided that the product is authorised in that Member
State and that the Member State of production,
storage or movement has put in place inspection
requirements to ensure that the plant protection
product is not used in its territory;
(d) production, storage or movement of a plant protection
product intended for use in a third country provided
1

Editor’s NOTE: Guidance Doc. SANCO/ 10597/ 2003, p.33 ,
See also: EFSA 2017; EN- 1221, p.66

(a) its active substances, safeners and synergists have been
approved;
(b) where its active substance, safener or synergist is
produced by a different source, or by the same source
with a change in the manufacturing process and/ or
manufacturing location:
(i) the specification, pursuant to Article 38, does not
deviate significantly 1 from the specification
included in the Regulation approving that
substance, safener or synergist; and
(ii) the active substance, safener or synergist has no
more harmful effects within the meaning of Article
4(2) and (3) due to its impurities than if it had been
produced in accordance with the manufacturing
process specified in the dossier that supported the
approval;
(c) its co-formulants are not included in Annex III;
(d) its technical formulation is such that user exposure or
other risks are limited as much as possible without
compromising the functioning of the product;
(e) in the light of current scientific and technical
knowledge, it complies with the requirements
provided for in Article 4(3);
(f) the nature and quantity of its active substances,
safeners and synergists and, where appropriate, any
toxicologically, ecotoxicologically or environmentally
relevant impurities and co-formulants can be
determined by appropriate methods;
(g) its residues, resulting from authorised uses, and which
are of toxicological, ecotoxicological or environmental
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relevance, can be determined by appropriate methods
in general use in all Member States, with appropriate
limits of determination on relevant samples;

protection products containing an active substance not yet
approved, provided that:

(h) its physical and chemical properties have been
determined and deemed acceptable for the purposes
of the appropriate use and storage of the product;

(a) the decision on approval could not be finalised within
a period of 30 months from the date of admissibility
of the application, extended by any additional period
set in accordance with Article 9(2), Article 11(3) or
Article 12(2) or (3); and

(i) for plants or plant products to be used as feed or food,
where appropriate, the maximum residue levels for the
agricultural products affected by the use referred to in
the authorisation have been set or modified in
accordance with Regulation (EC) No 396/ 2005.

(b) pursuant to Article 9 the dossier on the active
substance is admissible in relation to the proposed
uses; and

2.
The applicant shall demonstrate that the
requirements provided for in points (a) to (h) of
paragraph 1 are met.

(c) the Member State concludes that the active substance
can satisfy the requirements of Article 4(2) and (3) and
that the plant protection product may be expected to
satisfy the requirements of Article 29(1)(b) to (h); and

3.
Compliance with the requirements set out in point
(b) and points (e) to (h) of paragraph 1 shall be established
by official or officially recognised tests and analyses
carried out under agricultural, plant health and
environmental conditions relevant to the use of the plant
protection product in question and representative of the
conditions prevailing in the zone where the product is
intended to be used.

(d) maximum residue levels have been established in
accordance with Regulation (EC) No 396/ 2005.

4.
With respect to point (f) of paragraph 1, harmonised
methods may be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
79(4).

3.
The provisions laid down in paragraphs 1 and 2
shall apply until 14 June 2016. If necessary, that time limit
may be extended in accordance with the regulatory
procedure with scrutiny referred to in Article 79(4).

5.

Following these principles, interaction between the active
substance, safeners, synergists and co-formulants shall be
taken into account in the evaluation of plant protection
products.
Article 30
Provisional authoris ations 2
1.
By way of derogation from Article 29(1)(a), Member
States may authorise for a provisional period not
exceeding 3 years, the placing on the market of plant

2

Article 31

Article 81 shall apply.

6.
Uniform principles for evaluation and authorisation
of plant protection products shall contain the requirements
set out in Annex VI to Directive 91/ 414/ EEC and shall be
laid down in Regulations1 adopted in accordance with
the advisory procedure referred to in Article 79(2) without
any substantial modifications. Subsequent amendments to
these Regulations shall be adopted in accordance with
Article 78(1)(c).

1

2.
In such cases the Member State shall immediately
inform the other Member States and the Commission of
its assessment of the dossier and of the terms of the
authorisation, giving at least the information provided for
in Article 57(1).

Editor’s NOTE: Uniform Principles are laid down in Regulation
546/ 2011 of 10.06.2011, OJ L 155, 11.6.2011, p.127
Editor’s NOTE: the provisions in this Article are no longer
applicable since 14 June 2016, since no extension was decided
under Art. 30.3

Contents of authorisations
1.
The authorisation shall define plants or plant
products and non-agricultural areas (for example railways,
public areas, storage rooms) on which and the purposes for
which the plant protection product may be used.
2.
The authorisation shall set out the requirements
relating to the placing on the market and use of the plant
protection product. Those requirements shall as a
minimum include the conditions of use necessary to
comply with the conditions and requirements provided for
in the Regulation approving the active substances, safeners
and synergists.
The authorisation shall include a classification of the
plant protection product for the purpose of Directive
1999/ 45/ EC 34 . Member States may provide that
authorisation holders shall classify or update the label
without undue delay following any change to the
classification and labelling of the plant protection product
3

4

Editor’s NOTE: This “dangerous Substances Directive” (aka
DSD) is repealed and replaced by the CLP Regulation 1272/ 2008
(Art.60).
Editor’s NOTE: See also: Q&A document SANCO/ 12415/ 2013,
p.60.
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in accordance with Directive 1999/ 45/ EC. In such cases,
they shall immediately inform the competent authority
thereof.

protection product and thereafter for as long as the active
substances, safeners and synergists contained in the plant
protection product are approved.

3.
The requirements referred to in paragraph 2 shall
also include where applicable:

This period shall allow the examination as provided for in
Article 43 to be carried out.

(a) the maximum dose per hectare in each application;

2.
Authorisations may be granted for shorter periods
to synchronise the re- evaluation of similar products for the
purposes of a comparative assessment of products
containing candidates for substitution as provided for in
Article 50.

(b) the period between the last application and harvest;
(c) the maximum number of applications per year.
4.
The requirements referred to in paragraph 2 may
include the following:
(a) a restriction with respect to the distribution and use
of the plant protection product in order to protect
the health of the distributors, users, bystanders,
residents, consumers or workers concerned or the
environment, taking into consideration requirements
imposed by other Community provisions; such
restriction shall be indicated on the label;
(b) the obligation before the product is used to inform any
neighbours who could be exposed to the spray drift
and who have requested to be informed;
(c) indications for proper use according to the principles
of Integrated Pest Management referred to in Article
14 of and Annex III to Directive 2009/ 128/ EC;
(d) designation of categories of users, such as professional
and non-professional;
(e) the approved label;
(f) the interval between applications;
(g) the period between the last application and
consumption of the plant product where applicable;
(h) the re- entry interval;
(i) the packaging size and material.
Article 32
Duration
1.
The period of authorisation shall be laid down in
the authorisation.
Without prejudice to Article 44, the duration of an
authorisation shall be set for a period not exceeding 1
year from the date of expiry of the approval of the active
substances, safeners and synergists contained in the plant
1
2
3

Editor’s NOTE: see Guidance Doc. SANCO/ 13169/ 2010, p.53
Editor’s NOTE: see Guidance Doc. SANCO/ 12544/ 2014, p.62
Editor’s NOTE: see Guidance Doc. SANCO/ 10055/ 2013, p.58

Subsection 2
Procedure1
Article 33
Application for authorisation or amendment of an
authorisation 2
1.
An applicant who wishes to place a plant protection
product on the market shall apply for an authorisation or
amendment of an authorisation himself, or through a
representative, to each Member State where the plant
protection product is intended to be placed on the
market.
2.

The application shall include3 the following:

(a) a list of intended uses in each zone as indicated in
Annex I and the Member States where the applicant
has made or intends to make an application;
(b) a proposal as to which Member State the applicant
expects to evaluate the application in the zone
concerned. In the case of an application for use in
greenhouses, as post- harvest treatment, for treatment
of empty storage rooms and for seed treatment, only
one Member State shall be proposed, which evaluates
the application taking account of all zones. In this case
the applicant shall send the summary or complete
dossier as referred to in Article 8 to other Member
States on request;
(c) where relevant, a copy of any authorisations already
granted for that plant protection product in a
Member State;
(d) where relevant, a copy of any conclusion of the
Member State assessing equivalence4 as referred to in
Article 38(2).
3.
The application shall be accompanied by the
following5:

4
5

Editor’s NOTE: see Guidance Doc. SANCO/ 10597/ 2003, p.49
and EFSA, 2017; EN- 1221, p.66
Editor’s NOTE: see Template SANTE/ 2016/ 11449, p.65
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(a) for the plant protection product concerned, a
complete and a summary dossier for each point of
the data requirements of the plant protection product;

demonstrate that they have been granted access in
accordance with Article 59, 61 or 62 or that any data
protection period has expired.

(b) for each active substance, safener and synergist
contained in the plant protection product, a complete
and a summary dossier for each point of the data
requirements of the active substance, safener and
synergist;

2.
However, applicants to whom paragraph 1 applies
shall provide the following information:

(c) for each test or study involving vertebrate animals, a
justification of the steps taken to avoid animal testing
and duplication of tests and studies on vertebrate
animals;
(d) the reasons why the test and study reports submitted
are necessary for first authorisation or for amendments
to the conditions of the authorisation;
(e) where relevant a copy of the application for a
maximum residue level as referred to in Article 7 of
Regulation (EC) No 396/ 2005 or a justification for not
supplying such information;
(f) where relevant for an amendment of an authorisation
an assessment of all information submitted in
accordance with point (h) of Article 8(1);
(g) a draft label.
4.
When submitting the application, the applicant may
pursuant to Article 63, request certain information,
including certain parts of the dossier, to be kept
confidential and shall physically separate that information.
The applicant shall at the same time submit the complete
list of studies submitted pursuant to Article 8(2) and a list
of test and study reports for which any claims for data
protection pursuant to Article 59 are requested.

(a) all necessary data for the identification of the plant
protection product including its complete composition
as well as a declaration that no unacceptable coformulants are used;
(b) the information needed to identify the active substance,
safener or synergist, where they have been approved,
and to establish whether the conditions for approval
are met and comply with point (b) of Article 29(1),
where appropriate;
(c) on the request of the concerned Member State, the
data needed to demonstrate that the plant protection
product has comparable effects to the plant
protection product for which they show access to the
protected data.
Article 35
Member State examining the application
The application shall be examined by the Member State
proposed by the applicant, unless another Member State
in the same zone agrees to examine it. The Member State
which will examine the application shall inform the
applicant.
At the request of the Member State examining the
application, the other Member States in the same zone to
which an application has been submitted shall cooperate
to ensure a fair division of the workload.

Upon a request for access to information the Member
State examining the application shall decide what
information is to be kept confidential.

The other Member States within the zone to which an
application has been submitted shall refrain from
proceeding with the file pending assessment by the
Member State examining the application.

5.
Where requested by the Member State the applicant
shall submit his application in the national or official
languages of that Member State or one of those
languages.

Where an application has been made in more than one
zone, Member States evaluating the application shall
agree on the evaluation of data which are not related to
the environmental and agricultural conditions.

6.
On request, the applicant shall provide the Member
State with samples of the plant protection product and
analytical standards of its ingredients.

Article 36

Article 34
Exemption from the submis sion of studies
1.
Applicants shall be exempted from supplying the
test and study reports referred to in Article 33(3) where
the Member State to which an application is made has
the test and study reports concerned and the applicants

Examination for authorisation
1.
The Member State examining the application shall
make an independent, objective and transparent
assessment in the light of current scientific and technical
knowledge using guidance documents available at the time
of application. It shall give all Member States in the same
zone the opportunity to submit comments to be
considered in the assessment.
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It shall apply the uniform principles for evaluation and
authorisation of plant protection products, referred to in
Article 29(6), to establish, as far as possible, whether the
plant protection product meets the requirements
provided for in Article 29 in the same zone, where used
in accordance with Article 55, and under realistic
conditions of use.
The Member State examining the application shall make
available its assessment to the other Member States
within the same zone. The format of the assessment
report 1 shall be established in accordance with the
advisory procedure referred to in Article 79(2).
2.
The Member States concerned shall grant or refuse
authorisations accordingly on the basis of the conclusions
of the assessment of the Member State examining the
application as provided for in Articles 31 and 32.
3.
By way of derogation from paragraph 2 and subject
to Community law, appropriate conditions may be
imposed2 with respect to the requirements referred to in
Article 31(3) and (4) and other risk mitigation measures
deriving from specific conditions of use.
Where the concerns of a Member State relating to
human or animal health or the environment cannot be
controlled by the establishment of the national risk
mitigation measures referred to in the first subparagraph,
a Member State may refuse authorisation of the plant
protection product in its territory if, due to its specific
environmental or agricultural circumstances, it has
substantiated reasons to consider that the product in
question still poses an unacceptable risk to human or
animal health or the environment.
That Member State shall immediately inform the
applicant and the Commission of its decision and provide
a technical or scientific justification therefor.
Member States shall provide for the possibility of
challenging a decision refusing the authorisation of such
products before national courts or other instances of
appeal.
Article 37
Period for examination
1.
The Member State examining the application shall
decide within 12 months of receiving it whether the
requirements for authorisation are met.
Where the Member State needs additional information, it
shall set a period for the applicant to supply it. In that

1
2

Editor’s NOTE: see Guidance Doc. SANCO/ 6895/ 2009, p. 52
Editor’s NOTE: see Guidance Doc. SANCO/ 10532/ 2013, p.59
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case, the 12- month period shall be extended by the
additional period granted by the Member State. That
additional period shall be a maximum of 6 months and
shall cease at the moment when the additional
information is received by the Member State. Where at the
end of that period the applicant has not submitted the
missing elements, the Member State shall inform the
applicant that the application is inadmissible.
2.
The time limits provided for in paragraph 1 shall
be suspended during the application of the procedure set
out in Article 38.
3.
For an application for authorisation of a plant
protection product containing an active substance not yet
approved, the Member State examining the application
shall start the evaluation as soon as it has received the draft
assessment report referred to in Article 12(1). In case the
application concerns the same plant protection product
and the same uses as contained in the dossier referred to
in Article 8, the Member State shall decide on the
application at the latest within six months of the active
substance being approved.
4.
The other Member States concerned shall at the
latest within 120 days of the receipt of the assessment
report and the copy of the authorisation of the Member
State examining the application decide on the application
as referred to in Article 36(2) and (3).
Article 38
As sess ment of equivalence under point (b) of Article
29(1) 34,
1.
Where it is necessary to establish for an active
substance, safener or synergist whether a different source
or, for the same source a change of the manufacturing
process and/ or manufacturing location complies with point
(b) of Article 29(1), this shall be assessed by the Member
State which acted as rapporteur for the active substance,
safener or synergist as referred to in Article 7(1) unless
the Member State examining the application as referred to
in Article 35 agrees to assess the equivalence. The
applicant shall submit all necessary data to the Member
State assessing equivalence.
2.
After giving the applicant the opportunity to submit
comments, which the applicant shall also communicate to
the rapporteur Member State or the Member State
examining the application as the case may be, the
Member State assessing equivalence shall prepare a
report on equivalence within 60 days from receiving the

4

Editor’s NOTE: see Guidance Doc. SANCO/ 10597/ 2003 p.33
Guidance Doc. SANCO/ 6075/ 2009, p.51

1107 Vademecum

136

application and shall communicate the report to the
Commission, the other Member States and the applicant.
3.
In the case of a positive conclusion on equivalence
and where no objection to this conclusion has been raised,
point (b) of Article 29(1) shall be considered to be complied
with. However, where a Member State examining the
application does not agree with the conclusion of the
rapporteur Member State or vice versa, it shall inform the
applicant, the other Member States and the Commission
stating its reasons.
The Member States concerned shall try to reach
agreement on whether point (b) of Article 29(1) is
complied with. They shall provide the applicant with an
opportunity to submit comments.
4.
Where the Member States concerned do not reach
agreement within 45 days, the Member State assessing
equivalence shall submit the matter to the Commission.
A decision on whether the conditions referred to in point
(b) of Article 29(1) are complied with shall be adopted in
accordance with the regulatory procedure referred to in
Article 79(3). The 45- day period begins on the date on
which the Member State examining the application for
authorisation informed the rapporteur Member State or
vice versa that it does not agree with the conclusion of the
latter, in accordance with paragraph 3.
Before such a decision is adopted, the Commission may
ask the Authority for an opinion, or for scientific or
technical assistance which shall be provided within 3
months of the request.
5.
Detailed rules
and procedures for
the
implementation of paragraphs 1 to 4 may be established
in accordance with the regulatory procedure referred to
in Article 79(3), after consultation of the Authority.
Article 39
Reporting and exchange of information on
applications for authorisation
1.
Member States shall compile a file on each
application. Each file shall contain the following:
(a) a copy of the application;
(b) a report containing information on the evaluation of
and decision on the plant protection product; the
format of the report shall be established in
accordance with the advisory procedure referred to in
Article 79(2);
(c) a record of the administrative decisions taken by the
Member State concerning the application and of the
documentation provided for in Article 33(3) and
Article 34 together with a summary of the latter;
(d) the approved label, where applicable.

2.
On request, Member States shall, without delay,
make available to the other Member States, the
Commission and the Authority a file containing the
documentation provided for in points (a) to (d) of
paragraph 1.
3.
On request, applicants shall provide a copy of the
documentation to be submitted with an application
pursuant to Article 33(3) and Article 34 to Member States,
the Commission and the Authority.
4.
Detailed rules for the implementation of paragraphs
2 and 3 may be established in accordance with the
regulatory procedure referred to in Article 79(3).
Subsection 3
Mutual recognition of authorisations
Article 40
Mutual recognition
1.
The holder of an authorisation granted in
accordance with Article 29 may apply for an authorisation
for the same plant protection product, the same use and
under the comparable agricultural practices in another
Member State under the mutual recognition procedure,
provided for in this subsection, in the following cases:
(a) the authorisation was granted by a Member State
(reference Member State) which belongs to the same
zone;
(b) the authorisation was granted by a Member State
(reference Member State) which belongs to a different
zone provided that the authorisation for which the
application was made is not used for the purpose of
mutual recognition in another Member State within
the same zone;
(c) the authorisation was granted by a Member State for
use in greenhouses, or as post-harvest treatment, or
for treatment of empty rooms or containers used for
storing plant or plant products, or for seed treatment,
regardless of the zone to which the reference Member
State belongs.
2.
Where a plant protection product is not authorised
in a Member State because no application for an
authorisation has been submitted in that Member State,
official or scientific bodies involved in agricultural
activities or professional agricultural organisations may
apply, with the consent of the authorisation holder, for an
authorisation for the same plant protection product, the
same use and under the same agricultural practices in that
Member State under the mutual recognition procedure
referred to in paragraph 1. In that case the applicant must
demonstrate that the use of such a plant protection product
is of general interest for the Member State of introduction.
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Where the authorisation holder refuses its consent, the
competent authority of the Member State concerned may
accept the application, on grounds of public interest.
Article 41
Authorisation
1.
The Member State to which an application under
Article 40 is submitted shall, having examined the
application and the accompanying documents referred to
in Article 42(1), as appropriate with regard to the
circumstances in its territory, authorise the plant
protection product concerned under the same conditions
as the Member State examining the application, except
where Article 36(3) applies.
2.
By way of derogation from paragraph 1, the Member
State may authorise the plant protection product where:
(a) an authorisation under point (b) of Article 40(1) was
applied for;
(b) it contains a candidate of substitution;
(c) Article 30 has been applied; or
(d) it contains a substance approved in accordance with
Article 4(7).
Article 42
Procedur e
1.
The application shall be accompanied by the
following:
(a) a copy of the authorisation granted by the reference
Member State as well as a translation of the
authorisation into an official language of the Member
State receiving the application;
(b) a formal statement that the plant protection product is
identical to that authorised by the reference Member
State;
(c) a complete or summary dossier as required in Article
33(3) when requested by the Member State;
(d) an assessment report of the reference Member State
containing information on the evaluation and
decision on the plant protection product.
2.
The Member State to which an application under
Article 40 is submitted shall decide on the application
within 120 days.

1

Editor’s NOTE: see Guidance Doc. SANCO/ 2010/ 13170, p.53
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3.
Where requested by the Member State, the
applicant shall submit the application in the national or
official languages of that Member State or one of those
languages.
Subsection 4
Renewal, withdrawal and amendment

1

Article 43
Renewal of authorisation
1.
An authorisation shall be renewed upon application
by the authorisation holder, provided that the requirements
referred to in Article 29 are still met.
2.
Within 3 months from the renewal of the approval
of an active substance, safener or synergist contained in
the plant protection product, the applicant shall submit the
following information:
(a) a copy of the authorisation of the plant protection
product;
(b) any new information required as a result of
amendments in data requirements or criteria;
(c) evidence that the new data submitted are the result of
data requirements or criteria which were not in force
when the authorisation of the plant protection product
was granted or necessary to amend the conditions of
approval;
(d) any information required to demonstrate that the
plant protection product meets the requirements set
out in the Regulation on the renewal of the approval
of the active substance, safener or synergist contained
therein;
(e) a report on the monitoring information, where the
authorisation was subject to monitoring.
3.
Member States shall check compliance of all plant
protection products containing the active substance,
safener or synergist concerned with any conditions and
restrictions provided for in the Regulation renewing the
approval under Article 20.
The Member State referred to in Article 35 within each
zone shall coordinate the compliance check and assessment
of the information submitted for all Member States within
that zone.
4.
Guidelines on the organisation of compliance
checks may be established in accordance with the advisory
procedure referred to in Article 79(2).
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5.
Member States shall decide on the renewal of the
authorisation of a plant protection product at the latest
12 months after the renewal of the approval of the active
substance, safener or synergist contained therein.
6.
Where, for reasons beyond the control of the
holder of the authorisation, no decision is taken on the
renewal of the authorisation before its expiry, the
Member State in question shall extend the authorisation
for the period necessary to complete the examination and
adopt a decision on the renewal.
Article 44
Withdrawal or amendment of an authoris ation
1.
Member States may review an authorisation at any
time where there are indications that a requirement
referred to in Article 29 is no longer satisfied.
A Member State shall review an authorisation where it
concludes that the objectives of Article 4(1)(a)(iv) and (b)(i)
and Article 7(2) and (3) of Directive 2000/ 60/ EC may not
be achieved.
2.
Where a Member State intends to withdraw or
amend an authorisation, it shall inform the authorisation
holder and give him the possibility to submit comments
or further information.
3.
The Member State shall withdraw or amend the
authorisation, as appropriate, where:
(a) the requirements referred to in Article 29 are not or
are no longer satisfied;

measures except for cases where the second, third or fourth
subparagraphs of Article 36(3) have been applied. Article
46 shall apply where appropriate.
Article 45
Withdrawal or amendment of an authoris ation at
the r equest of the authorisation holder
1.
An authorisation may be withdrawn or amended2
at the request of the holder of the authorisation, who
shall state the reasons for his request.
2.
Amendments may only be granted where it is
established that the requirements referred to in Article 29
continue to be met.
3.

Article 46 shall apply where appropriate.
Article 46
Gr ace period

Where a Member State withdraws or amends an
authorisation or does not renew it, it may grant a grace
period for the disposal, storage, placing on the market and
use of existing stocks.
Where the reasons for withdrawal, amendment or nonrenewal of the authorisation are not related to the
protection of human and animal health or the
environment, the grace period shall be limited and shall
not exceed 6 months for the sale and the distribution and
an additional maximum of 1 year for the disposal, storage,
and use of existing stocks of the plant protection products
concerned.

(b) false or misleading information was supplied
concerning the facts on the basis of which the
authorisation was granted;

Subsection 5

(c) a condition included in the authorisation has not been
met;

Article 47

(d) on the basis of developments in scientific and technical
knowledge, the manner of use and amounts used can
be modified; or
(e) the authorisation holder fails to comply with the
obligations resulting from this Regulation.
4.
Where a Member State withdraws or amends an
authorisation in accordance with paragraph 3, it shall
immediately inform 1 the holder of the authorisation, the
other Member States, the Commission and the Authority.
The other Member States belonging to the same zone
shall withdraw or amend the authorisation accordingly
taking into account national conditions and risk mitigation

1

Editor’s NOTE: see Guidance Doc. SANCO/ 12293/ 2012, p.56

Special cases

Placing on the market of low- ris k plant protection
products
1.
Where all the active substances contained in a plant
protection product are low-risk active substances as
referred to in Article 22, that product shall be authorised
as a low- risk plant protection product provided no specific
risk mitigation measures are needed following a risk
assessment. This plant protection product shall also meet
the following requirements:
(a) the low-risk active substances, safeners and synergists
contained in it have been approved under Chapter II;

2

Editor’s NOTE: e.g. for formulation changes: Guidance Doc.
SANCO/ 12638/ 2011, p.54
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(b) it does not contain a substance of concern;
(c) it is sufficiently effective;

2.
Unless otherwise specified, all provisions relating to
authorisations under this Regulation shall apply.
Article 49

(d) it does not cause unnecessary pain and suffering to
vertebrates to be controlled;
(e) it complies with points (b), (c) and (f) to (i) of Article
29(1).
These products are referred to as ‘low- risk plant protection
products’.
2.
An applicant for authorisation of a low- risk plant
protection product shall demonstrate that the
requirements set out in paragraph 1 are met and shall
submit with the application a complete and a summary
dossier for each point of the data requirements of the
active substance and the plant protection product.
3.
The Member State shall decide within 120 days
whether to approve an application for authorisation of a
low-risk plant protection product.
Where the Member State needs additional information, it
shall set a time limit for the applicant to supply it. In that
case, the period specified shall be extended by the
additional time limit granted by the Member State.
The additional period shall be of a maximum of 6 months
and shall cease at the moment when the additional
information is received by the Member State. Where at
the end of that period the applicant has not submitted the
missing elements, the Member State shall inform the
applicant that the application is inadmissible.
4.
Unless otherwise specified, all provisions relating to
authorisations under this Regulation shall apply.
Article 48
Placing on the market and use of plant protection
products containing a genetically modified organis m
1.
A plant protection product which contains an
organism falling within the scope of Directive 2001/ 18/ EC
shall be examined in respect of the genetic modification
in accordance with that Directive, in addition to the
assessment under this Chapter.
An authorisation under this Regulation shall not be
granted for such a plant protection product unless written
consent, as referred to in Article 19 of Directive
2001/ 18/ EC, has been granted for it.

1

Editor’s NOTE: This Directive is repealed and replaced by the
CLP Regulation 1272/ 2008 (Art.60).
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Placing on the market of treated seeds
1.
Member States shall not prohibit placing on the
market and use of seeds treated with plant protection
products authorised for that use in at least one Member
State.
2.
Where there are substantial concerns that treated
seeds as referred to in paragraph 1 are likely to constitute
a serious risk to human or animal health or to the
environment and that such risk cannot be contained
satisfactorily by means of measures taken by the Member
State(s) concerned, measures to restrict or prohibit the use
and/ or sale of such treated seeds shall be taken
immediately in accordance with the regulatory procedure
referred to in Article 79(3). Before taking such measures
the Commission shall examine the evidence and may
request an opinion from the Authority. The Commission
may set a time limit within which such an opinion shall
be provided.
3.

Articles 70 and 71 shall apply.

4.
Without prejudice to other Community legislation
concerning the labelling of seeds, the label and documents
accompanying the treated seeds shall include the name
of the plant protection product with which the seeds were
treated, the name(s) of the active substance(s) in that
product, standard phrases for safety precautions as
provided for in Directive 1999/ 45/ EC 1 and risk mitigation
measures set out in the authorisation for that product
where appropriate.
Article 50
Comparative assessment of plant protection
products containing candidates for s ubstitution
1.
A comparative assessment shall be performed by
Member States when evaluating an application for
authorisation for a plant protection product containing an
active substance approved as a candidate for substitution.
Member States shall not authorise or shall restrict the use
of a plant protection product containing a candidate for
substitution for use on a particular crop where the
comparative assessment weighing up the risks and benefits,
as set out in Annex IV, demonstrates that:
(a) for the uses specified in the application an authorised
plant protection product, or a non- chemical control or

140
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Article 512

prevention method, already exists which is significantly
safer for human or animal health or the environment;
(b) the substitution by plant protection products or nonchemical control or prevention methods referred to in
point (a) does not present significant economic or
practical disadvantages;
(c) the chemical diversity of the active substances, where
relevant, or methods and practices of crop
management and pest prevention are adequate to
minimise the occurrence of resistance in the target
organism; and
(d) the consequences on minor use authorisations are
taken into account.
2.
By way of derogation from Article 36(2) Member
States may in exceptional cases also apply the provisions
of paragraph 1 of this Article when evaluating an
application for authorisation of a plant protection product
not containing a candidate for substitution or a low-risk
active substance, if a non-chemical control or prevention
method exists for the same use and it is in general use in
that Member State.
3.
By way of derogation from paragraph 1, a plant
protection product containing a candidate for substitution
shall be authorised without comparative assessment in
cases where it is necessary to acquire experience first
through using that product in practice.
Such authorisations shall be granted once for a period not
exceeding five years.
4.
For plant protection products containing a
candidate for substitution Member States shall perform
the comparative assessment 1 provided for in paragraph 1
regularly and at the latest at renewal or amendment of
the authorisation.
Based on the results of that comparative assessment,
Member States shall maintain, withdraw or amend the
authorisation.
5.
Where a Member State decides to withdraw or
amend an authorisation pursuant to paragraph 4, that
withdrawal or amendment shall take effect 3 years after the
decision of the Member State or at the end of the approval
period of the candidate for substitution where that period
ends earlier.
6.
Unless otherwise specified, all provisions relating to
authorisations under this Regulation shall apply.

1
2

Editor’s NOTE: see Guidance Doc. SANCO/ 11507/ 2013, p.59
Editor’s NOTE: see OECD Guidance on Regulatory Incentives for
Registration of Minor Uses, ENV/ JM/ MONO(2011)16, p.53

Extension of authorisations for minor uses
1.
The authorisation holder, official or scientific bodies
involved in agricultural activities, professional agricultural
organisations or professional users may ask for the
authorisation of a plant protection product already
authorised in the Member State concerned to be extended
to minor uses not yet covered by that authorisation.
2.
Member
provided that:

States shall extend the authorisation

(a) the intended use is minor in nature;
(b) the conditions referred to in points (b), (d) and (e) of
Article 4(3) and Article 29(1)(i) are satisfied;
(c) the extension is in the public interest; and
(d) the documentation and information to support the
extension of use has been submitted by the persons or
bodies referred to in paragraph 1, especially data on
the magnitude of residues and where necessary on the
risk assessment to the operator, worker and
bystander 3 .
3.
Member States may take measures to facilitate or
encourage the submission of applications to extend the
authorisation of already authorised plant protection
products to minor uses.
4.
The extension may take the form of an amendment
to the existing authorisation or may be a separate
authorisation, in accordance with the administrative
procedures of the Member State concerned.
5.
When Member States grant an extension of
authorisation for a minor use, they shall inform if necessary
the authorisation holder and request him to change the
labelling accordingly.
Where the authorisation holder declines, the Member
States shall ensure that users are fully and specifically
informed as to instructions for use, by means of an official
publication or an official website.
The official publication or where applicable the label shall
include a reference to the liability of the person using the
plant protection product with respect to failures concerning
the efficacy or to phytotoxicity of the product for which
the minor use was granted. The minor use extension shall
be separately identified in the label.

3

Editor’s NOTE: see Guidance Doc SANTE- 10832- 2015, p. 64
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6.
Extensions on the basis of this Article shall be
separately identified and separate reference shall be made
to liability restrictions.

(a) they have been manufactured by the same company
or by an associated undertaking or under licence in
accordance with the same manufacturing process;

7.
The applicants referred to in paragraph 1 may also
apply for authorisation of a plant protection product for
minor uses in accordance with Article 40(1) provided that
a plant protection product concerned is authorised in that
Member State. Member States shall authorise such uses in
accordance with the provisions of Article 41 provided that
those uses are also considered minor in the Member
States of application.

(b) they are identical in specification and content to the
active substances, safeners and synergists, and in the
type of formulation; and

8.
Member States shall establish and regularly update a
list of minor uses.
9.
By 14 December 2011, the Commission shall
present a report to the European Parliament and the
Council on the establishment of a European fund for
minor uses, accompanied, if appropriate, by a legislative
proposal.

(c) they are either the same or equivalent in the coformulants present and the packaging size, material
or form, in terms of the potential adverse impact on
the safety of the product with regard to human or
animal health or the environment.
4.
The application for a parallel trade permit shall
include the following information:
(a) the name and registration number of the plant
protection product in the Member State of origin;
(b) the Member State of origin;

10. Unless otherwise specified, all provisions relating to
authorisations under this Regulation shall apply.

(c) the name and address of the authorisation holder in
the Member State of origin;

Article 52

(d) the original label and instructions for use with which
the plant protection product to be introduced is
distributed in the Member State of origin if it is
considered as necessary for the examination by the
competent authority of the Member State of
introduction. This competent authority may require a
translation of the relevant parts of the original
instructions for use;

Parallel trade 1
1.
A plant protection product that is authorised in one
Member State (Member State of origin) may, subject to
granting a parallel trade permit, be introduced, placed
on the market or used in another Member State (Member
State of introduction), if this Member State determines
that the plant protection product is identical in
composition to a plant protection product already
authorised in its territory (reference product). The
application shall be submitted to the competent authority
of the Member State of introduction.
2.
From receiving a complete application, a parallel
trade permit shall be granted in a simplified procedure
within 45 working days if the plant protection product
to be introduced is identical in terms of paragraph 3.
Member States shall on request provide each other with
the information necessary to assess whether the products
are identical within 10 working days of receiving the
request. The procedure for granting a parallel trade
permit is interrupted from the day the request for
information is sent to the competent authority of the
Member State of origin until the complete information
required is delivered to the competent authority of the
Member State of introduction.
3.
Plant protection products shall be considered as
identical to the reference products if:

1

Editor’s NOTE: see Guidance Doc. SANCO/ 10524/ 2012, p.55

(e) the name and address of the applicant;
(f) the name to be given to the plant protection product
to be distributed in the Member State of introduction;
(g) a draft label for the product intended to be placed
on the market;
(h) a sample of the product which is intended to be
introduced if it is considered as necessary by the
competent authority of the Member State of
introduction;
(i) the name and registration number of the reference
product.
The information requirements may be amended or
completed and further details and specific requirements
shall be established in cases of application for a plant
protection product for which a parallel trade permit has
already been granted and in cases of an application for a
plant protection product for a personal use in accordance
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with the regulatory procedure with scrutiny referred to in
Article 79(4).

which cannot be contained by any other reasonable
means.

5.
A plant protection product for which a parallel trade
permit has been issued shall be placed on the market and
used only in accordance with the provisions of the
authorisation of the reference product. To facilitate
monitoring and controls the Commission shall set out
specific control requirements for the product to be
introduced in a Regulation referred to in Article 68.

The Member State concerned shall immediately inform
the other Member States and the Commission of the
measure taken, providing detailed information about the
situation and any measures taken to ensure consumer
safety.

6.
The parallel trade permit shall be valid for the
duration of authorisation of the reference product. If the
authorisation holder of the reference product applies for
a withdrawal of authorisation in accordance with Article
45(1) and the requirements of Article 29 are still fulfilled,
the validity of the parallel trade permit shall expire by the
date on which the authorisation of the reference product
would normally have expired.

2.
The Commission may ask the Authority for an
opinion, or for scientific or technical assistance.
The Authority shall provide its opinion or the results of its
work to the Commission within 1 month of the date of
the request.
3.
If necessary, a decision shall be taken, in accordance
with the regulatory procedure referred to in Article 79(3),
as to when and under what conditions the Member State:

7.
Without prejudice to specific provisions of this
Article, Articles 44, 45, 46, and 55 and Article 56(4) and
Chapters VI to X shall apply to parallel traded plant
protection products correspondingly.

(a) may or may not extend the duration of the measure
or repeat it; or

8.
Without prejudice to Article 44, a parallel trade
permit may be withdrawn if the authorisation of the
introduced plant protection product is withdrawn in the
Member State of origin because of safety or efficacy
reasons.

4.
Paragraphs 1 to 3 shall not apply to plant protection
products containing or composed of genetically modified
organisms unless such release has been accepted in
accordance with Directive 2001/ 18/ EC.

9.
Where the product is not identical, in terms of
paragraph 3, to the reference product, the Member State
of introduction may only grant the authorisation required
for placing on the market and use in accordance with
Article 29.
10. The provisions of this Article shall not apply to plant
protection products which are authorised in the Member
State of origin in accordance with Article 53 or 54.
11. Without prejudice to Article 63, Member State
authorities shall make publicly available information
about parallel trade permits.
Subsection 6
Derogations
Article 53
Emer gency situations in plant protection 1
1.
By way of derogation from Article 28, in special
circumstances a Member State may authorise, for a period
not exceeding 120 days, the placing on the market of plant
protection products, for limited and controlled use, where
such a measure appears necessary because of a danger

1

Editor’s NOTE: see Guidance Doc. SANCO/ 10087/ 2013, p.58

(b) shall withdraw or amend its measure.

Article 54
Research and development
1.
By way of derogation from Article 28, experiments
or tests for research or development purposes involving the
release into the environment of an unauthorised plant
protection product or involving unauthorised use of a
plant protection product may be carried out if the
Member State in whose territory the experiment or test
is to be carried out has assessed the available data and
granted a permit for trial purposes. The permit may limit
the quantities to be used and the areas to be treated and
may impose further conditions to prevent any harmful
effects on human or animal health or any unacceptable
adverse effect on the environment, such as the need to
prevent entry into the food chain of feed and food
containing residues unless a relevant provision has already
been established under Regulation (EC) No 396/ 2005.
The Member State may authorise a programme of
experiments or tests in advance or require a permit for
each experiment or test.
2.
An application shall be submitted to the Member
State in whose territory the experiment or test is to be
conducted, together with a dossier containing all the
available data to permit an assessment of possible effects
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on human or animal health or the possible impact on the
environment.
3.
A permit for trial purposes shall not be granted for
experiments or tests involving the release into the
environment of a genetically modified organism unless
such release has been accepted under Directive
2001/ 18/ EC.
4.
Paragraph 2 shall not apply if the Member State has
granted the person concerned the right to undertake
certain experiments and tests and has determined the
conditions under which the experiments and tests have
to be undertaken.
5.
Detailed rules for the implementation of this Article,
in particular the maximum quantities of plant protection
products that may be released during experiments or tests
and the minimum data to be submitted in accordance
with paragraph 2, may be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
79(4).
SECTION 2
USE AND INFORMATION
Article 55
Use of plant pr otection products
Plant protection products shall be used properly.
Proper use shall include the application of the principles
of good plant protection practice and compliance with the
conditions established in accordance with Article 31 and
specified on the labelling. It shall also comply with the
provisions of Directive 2009/ 128/ EC and, in particular,
with general principles of integrated pest management, as
referred to in Article 14 of and Annex III to that Directive,
which shall apply at the latest by 1 January 2014.
Article 56
Information on pot entially har mful or unacceptable
effects
1.
The holder of an authorisation for a plant protection
product shall immediately notify the Member States that
granted an authorisation of any new information
concerning that plant protection product, the active
substance, its metabolites, a safener, synergist or coformulant contained in the plant protection product,
which suggests that the plant protection product no longer
complies with the criteria set out in Articles 29 and 4
respectively.

1

Editor’s NOTE: a database is developed in order to support
Member States to fulfil their legal obligations under this article. See
also:
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In particular, potentially harmful effects of that plant
protection product, or of residues of an active substance,
its metabolites, a safener, synergist or co-formulant
contained in it, on human or animal health or on
groundwater, or their potentially unacceptable effects on
plants or plant products or the environment shall be
notified.
To this end the authorisation holder shall record and
report all suspected adverse reactions in humans, in
animals and the environment related to the use of the
plant protection product.
The obligation to notify shall include relevant
information on decisions or assessments by international
organisations or by public bodies which authorise plant
protection products or active substances in third countries.
2.
The notification shall include an assessment of
whether and how the new information would result in the
plant protection product or the active substance, its
metabolites, a safener, or synergist or co-formulant no
longer complying with the requirements set out in Article
29 and Article 4 or Article 27, respectively.
3.
Without prejudice to the right of Member States to
adopt interim protective measures, the Member State
which first granted an authorisation within each zone
shall evaluate the information received and inform the
other Member States, belonging to the same zone, where
it decides to withdraw or amend the authorisation under
Article 44.
That Member State shall inform the other Member States
and the Commission where it considers that the conditions
of the approval of the active substance, safener or
synergist contained in the plant protection product are no
longer fulfilled or whether in the case of a co-formulant it
has been considered unacceptable and propose that the
approval be withdrawn or the conditions amended.
4.
The holder of an authorisation for a plant protection
product shall report annually to the competent
authorities of the Member States which authorised his
plant protection product if he has any information
available relating to the lack of expected efficacy, the
development of resistance and to any unexpected effect on
plants, plant products or the environment.
Article 57
Obligation to keep information available 1
1.
Member States shall keep information electronically
available to the public on plant protection products

https:/ / ec.europa.eu/ food/ plant/ pesticides/ authorisation_of_pp
p/ pppams_en
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authorised or withdrawn in accordance with
Regulation, containing at least:

this

CHAPTER V
DATA PROTECTION AND DATA SHARING 2

(a) the name or business name of the holder of the
authorisation and the authorisation number;

Article 59
Data pr otection

(b) the trade name of the product;

1.
Test and study reports shall benefit from data
protection under the conditions laid down in this Article.

(c) the type of preparation;
(d) the name and amount of each active substance,
safener or synergist which it contains;
(e) the classification, risk and safety
accordance to Directive 1999/ 45/ EC
Regulation referred to in Article 65;

1

phrases in
and to the

(f) the use or uses for which it is authorised;
(g) the reasons for withdrawal of an authorisation if they
are related to safety concerns;
(h) the list of minor uses referred to in Article 51(8).
2.
The information referred to in paragraph 1 shall be
readily accessible and updated at least once every 3
months.
3.
In accordance with the regulatory procedure
referred to in Article 79(3), an authorisation information
system may be set up to facilitate the application of
paragraphs 1 and 2 of this Article.
CHAPTER IV
ADJUVANTS
Article 58
Placing on the market and use of adjuvants
1.
An adjuvant shall not be placed on the market or
used unless it has been authorised in the Member State
concerned in accordance with the conditions established
in the Regulation referred to in paragraph 2.
2.
Detailed rules for the authorisation of adjuvants,
including data requirements, notification, evaluation,
assessment and decision making procedures shall be set out
in a Regulation to be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
79(4).
3.

Article 81(3) shall apply.

The protection shall apply to test and study reports
concerning the active substance, safener or synergist,
adjuvants and the plant protection product as referred to
in Article 8(2) when they are submitted to a Member State
by an applicant for authorisation under this Regulation,
(the first applicant), provided that those test and study
reports were:
(a) necessary for the authorisation or an amendment of an
authorisation in order to allow the use on another
crop; and
(b) certified as compliant with the principles of good
laboratory practice3 or of good experimental practice.
Where a report is protected, it may not be used by the
Member State which received it for the benefit of other
applicants for authorisation of plant protection products,
safeners or synergists and adjuvants, except as provided in
paragraph 2 of this Article, in Article 62 or in Article 80.
The period of data protection is 10 years starting at the
date of first authorisation in that Member State, except as
provided in paragraph 2 of this Article or in Article 62.
That period is extended to 13 years for plant protection
products covered by Article 47.
Those periods shall be extended4 by 3 months for each
extension of authorisation for minor uses as defined in
Article 51(1), except where the extension of authorisation
is based on extrapolation, if the applications for such
authorisations are made by the authorisation holder at the
latest 5 years after the date of the first authorisation in
that Member State. The total period of data protection
may in no case exceed 13 years. For plant protection
products covered by Article 47 the total period of data
protection may in no case exceed 15 years.
The same data protection rules as for the first authorisation
shall also apply to test and study reports submitted by
third parties for the purpose of extension of authorisation
for minor uses as referred to in Article 51(1).
A study shall also be protected if it was necessary for the
renewal or review of an authorisation. The period for

1
2

Editor’s NOTE: This Directive is repealed and replaced by the
CLP Regulation 1272/ 2008 (Art.60).
Editor’s NOTE: see Guidance Doc. SANCO/ 12576/ 2012, p.56

3
4

Editor’s NOTE: see Guidance Doc. 7109/ VI/ 94, page 30 and
Guidance Doc. 7017/ VI/ 95, p.46
Editor’s NOTE: see OECD Guidance Doc on incentives minor use
registrations, ENV/ JM/ MONO(2011)16, p.53
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Article 61

data protection shall be 30 months. The first to fourth
subparagraphs shall apply mutatis mutandis.
2.

Gener al rules on avoidance of duplicat ive testing

Paragraph 1 shall not apply:

(a) to test and study reports for which the applicant has
submitted a letter of access; or
(b) where any period of data protection granted for the
test and study reports concerned in relation to another
plant protection product has expired.
3.
Data protection under paragraph 1 shall only be
granted where the first applicant has claimed data
protection for test and study reports concerning the active
substance, safener or synergist, adjuvant and the plant
protection product at the time of submitting the dossier
and has provided to the Member State concerned for each
test or study report the information referred to in point (f)
of Article 8(1) and in point (d) of Article 33(3) as well as
confirmation that a period of data protection has never
been granted for the test or study report or that any period
granted has not expired.
Article 60
List of test and s tudy reports 1
1.
For each active substance, safener and synergist and
adjuvant, rapporteur Member States shall prepare a list
of the test and study reports necessary for first approval,
amendment of approval conditions or renewal of the
approval and make it available to the Member States and
the Commission.
2.
For each plant protection product which they
authorise, Member States shall keep and make available
to any interested party upon request:
(a) a list of the test and study reports concerning the active
substance, safener or synergist, adjuvant and the plant
protection product necessary for first authorisation,
amendment of the authorisation conditions or
renewal of the authorisation; and
(b) a list of test and study reports for which the applicant
claimed data protection under Article 59 and any
reasons submitted in accordance with that Article.
3.
The lists provided for in paragraphs 1 and 2 shall
include information on whether those test and study reports
were certified as compliant with the principles of good
laboratory practice or of good experimental practice.

1
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Editor’s NOTE: see Guidance Doc. SANCO/ 12580/ 2012, p.56

1.
In order to avoid duplicative testing, any persons
intending to seek an authorisation for a plant protection
product shall, before carrying out tests or studies, consult
the information referred to in Article 57 to ascertain if and
to whom an authorisation has already been granted for
a plant protection product containing the same active
substance, safener or synergist or for an adjuvant. The
competent authority shall on request from the prospective
applicant provide him with the list of test and study reports
prepared in accordance with Article 60 for that product.
The prospective applicant shall submit all data regarding
the identity and impurities of the active substance he
proposes to use. The enquiry shall be supported by
evidence that the prospective applicant intends to apply
for an authorisation.
2.
The competent authority of the Member State,
where satisfied that the prospective applicant intends to
apply for an authorisation, or the renewal or review
thereof, shall provide him with the name and address of
the holder or holders of previous relevant authorisations
and shall at the same time inform the holders of the
authorisations of the name and address of the applicant.
3.
The prospective applicant for the authorisation, or
the renewal or review thereof, and the holder or holders of
relevant authorisations shall take all reasonable steps to
reach agreement on the sharing of any test and study
reports protected under Article 59, in a fair, transparent
and non- discriminatory way.
Article 62
Sharing of tests and studies involving vertebrate
animals
1.
Testing on vertebrate animals for the purposes of
this Regulation shall be undertaken only where no other
methods are available. Duplication of tests and studies on
vertebrates undertaken for the purposes of this Regulation
shall be avoided in accordance with paragraphs 2 to 6.
2.
Member States shall not accept duplication of tests
and studies on vertebrate animals or those initiated where
conventional methods described in Annex II to Directive
1999/ 45/ EC 2 could reasonably have been used, in support
of applications for authorisations. Any person intending to
perform tests and studies involving vertebrate animals shall
take the necessary measures to verify that those tests and
studies have not already been performed or initiated.

2

Editor’s NOTE: This Directive is repealed and replaced by the
CLP Regulation 1272/ 2008 (Art.60).
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3.
The prospective applicant and the holder or holders
of the relevant authorisations shall make every effort to
ensure that they share tests and studies involving
vertebrate animals. The costs of sharing the test and study
reports shall be determined in a fair, transparent and nondiscriminatory way. The prospective applicant is only
required to share in the costs of information he is
required to submit to meet the authorisation
requirements.
4.
Where the prospective applicant and the holder or
holders of the relevant authorisations of plant protection
products containing the same active substance, safener
or synergist, or of adjuvants cannot reach agreement on
the sharing of test and study reports involving vertebrate
animals, the prospective applicant shall inform the
competent authority of the Member State referred to in
Article 61(1).

concerning data protection of tests and studies involving
vertebrate animals. The Commission shall submit this
report to the European Parliament and the Council
accompanied, if necessary, by an appropriate legislative
proposal.
6.
The holder or holders of the relevant authorisation
shall have a claim on the prospective applicant for a fair
share of the costs incurred by him. The competent
authority of the Member State may direct the parties
involved to resolve the matter by formal and binding
arbitration administered under national law. Otherwise the
parties may resolve the matter through litigation in the
courts of the Member States. Awards from arbitration or
litigation shall have regard to the principles determined in
paragraph 3 and shall be enforceable in the courts of the
Member States.
CHAPTER VI

The failure to reach agreement, as provided in paragraph
3, shall not prevent the competent authority of that
Member State from using the test and study reports
involving vertebrate animals for the purpose of the
application of the prospective applicant.
5.
By 14 December 2016, the Commission shall report
on the effects of the provisions in this Regulation

1

Editor’s NOTE: A legislative proposal for a Regulation on the
transparency and sustainability of the EU risk assessment in the
food chain affects several articles of Regulation 1107/ 2009. For
detailed information on the status quo of the proposal and
references to Reg. 178/ 2002 see the footnote for Art. 10.
Proposed new text for Art. 63.1, 63.2: &63.3 (red = added,
strikethrough= deleted)
1. In accordance with the conditions and the procedures laid
down in Article 39 of Regulation (EC) No 178/ 2002 and
this article, the An applicant may request certain parts of the
information submitted under this Regulation to be kept
confidential, accompanied by verifiable justification.
2. In addition to Article 39(2) of Regulation (EC) No 178/ 2002
and pursuant to Article 39(3), confidential treatment may be
accepted with respect to the following information, the
disclosure of which may be deemed, upon verifiable
justification, to significantly harm the interests concerned
Confidential treatment may be granted only with respect to
the information items listed in this paragraph, where the
disclosure of such information is demonstrated by the
applicant to potentially harm its interests to a significant
degree:
3. the method of manufacture;
4. the specification of impurity of the active substance
except for the impurities that are considered to be
toxicologically, ecotoxicologically or environmentally
relevant;
5. results of production batches of the active substance
including impurities;
6. methods of analysis for impurities in the active substance
as manufactured except for methods for impurities that
are considered to be toxicologically, ecotoxicologically or
environmentally relevant;
7. links between a producer or importer and the applicant
or the authorisation holder;

PUBLIC ACCESS TO INFORMATION
Article 63
Confidentiality
1 A person requesting that information submitted
1.
under this Regulation is to be treated as confidential shall

8. information on the complete composition of a plant
protection product;
9. names and addresses of persons involved in testing on
vertebrate animals.
(a) information referred to in Article 39(2) of Regulation
(EC) No 178/ 2002;
(b) the specification of impurity of the active substance and
the related methods of analysis for impurities in the active
substance as manufactured, except for the impurities that
are considered to be toxicologically, ecotoxicologically or
environmentally relevant and the related methods of
analysis for these impurities;
(c) results of production batches of the active substance
including impurities; and,
(d) information on the complete composition of a plant
protection product.
2a Where the Authority assesses confidentiality requests under
this Regulation, the conditions and the procedures laid
down in Articles 39 to 39f of Regulation (EC) No 178/ 2002
and paragraph 2 of this Article shall apply.
2b. Where Member States assess confidentiality requests under
this Regulation, the following requirements and procedures
apply:
(a) Confidentiality treatment may only be granted with
respect to information listed in paragraph 2;
(b) Where the Member State has decided which information
shall be kept confidential, it shall inform the applicant of
its decision;
(c) The Member States, the Commission and the Authority
shall take the necessary measures so that information for
which confidential treatment has been granted is not
made public;
(d) The relevant provisions of Article 39e of Regulation (EC)
No 178/ 2002 on protection of personal data shall also
apply mutatis mutandis;
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provide verifiable evidence to show that the disclosure of
the information might undermine his commercial
interests, or the protection of privacy and the integrity of
the individual.
2.
Disclosure of the following information shall
normally be deemed to undermine the protection of the
commercial interests or of privacy and the integrity of the
individuals concerned:
(a) the method of manufacture;
(b) the specification of impurity of the active substance
except for the impurities that are considered to be
toxicologically, ecotoxicologically or environmentally
relevant;
(c) results of production batches of the active substance
including impurities;
(d) methods of analysis for impurities in the active
substance as manufactured except for methods for
impurities that are considered to be toxicologically,
ecotoxicologically or environmentally relevant;
(e) links between a producer or importer and the
applicant or the authorisation holder;
(f) information on the complete composition of a plant
protection product;
(g) names and addresses of persons involved in testing on
vertebrate animals.
3.
This Article is without prejudice to Directive
2003/ 4/ EC of the European Parliament and of the
Council of 28 January 2003 on public access to
environmental information (1).
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CHAPTER VII
PACKAGING, LABELLING AND ADVERTISING OF
PLANT PROTECTION PRODUCTS AND ADJUVANTS
Article 64
Packaging and presentation
1.
Plant protection products and adjuvants that may be
mistaken for food, drink or feed shall be packaged in
such a way as to minimise the likelihood of such a mistake
being made.
2.
Plant protection products and adjuvants available to
the general public that may be mistaken for food, drink
or feed shall contain components to discourage or prevent
their consumption.
3.
Article 9 of Directive 1999/ 45/ EC 2 shall also apply
to plant protection products and adjuvants not covered by
that Directive.
Article 65
Labelling
1.
The labelling of plant protection products shall
include the classification, labelling and packaging
requirements of Directive 1999/ 45/ EC 3 and shall comply
with the requirements set out in a Regulation adopted in
accordance with the regulatory procedure with scrutiny
referred to in Article 79(4).
That Regulation shall also contain standard phrases for
special risks and safety precautions which supplement the
phrases provided for by Directive 1999/ 45/ EC. It shall
incorporate the text of Article 16 of and the text of the
Annexes IV and V to Directive 91/ 414/ EEC with any
necessary modifications.
2.
Member States may require samples or mock-ups
of the packaging and drafts of labels and leaflets to be
submitted before the authorisation is granted.
3.
Where a Member State considers that additional
phrases are necessary to protect human or animal health

(e) Notwithstanding paragraph 2 and points (c) and (d) of this
paragraph:
i. Where urgent action is essential to protect public
health, animal health or the environment, such as in
emergency situations, the Member State may disclose
the information referred to in paragraph 2;
ii. Information which forms part of the conclusions of the
scientific outputs delivered by the Authority and
which relate to foreseeable effects on animal health,
human health or the environment shall nevertheless
be made public. In this case, Article 39c of Regulation
(EC) No 178/ 2002 shall apply;
(f) If the applicant withdraws or has withdrawn an
application, the Member States, the Commission and the
Authority shall respect the confidentiality as granted in

3.

accordance with this Article. Where the withdrawal of
the application takes place before the Member State has
decided on the relevant confidentiality request, the
Member States, the Commission and the Authority shall
not make public the information for which confidentiality
has been requested.
This Article is without prejudice to Directive 2003/ 4/ EC of
the European Parliament and of the Council of 28 January
2003 on public access to environmental information and to
Regulations (EC) No 1049/ 2001 and (EC) No 1367/ 2006.

(1 ) OJ L 41, 14.2.2003, p. 26.
2 Editor’s NOTE: read as “Article 35 of Regulation 1272/ 2008”
3 Editor’s NOTE: This Directive is repealed and replaced by the
CLP Regulation 1272/ 2008 (Art.60).
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or the environment, it shall notify the other Member
States and the Commission forthwith and shall forward
the additional phrase or phrases and the reasons for these
requirements.
Such phrases shall be considered for inclusion in the
Regulation referred to in paragraph 1.
Pending that inclusion, the Member State may require the
use of the additional phrase or phrases.
Article 66
Advertising
1.
Plant protection products which are not authorised
shall not be advertised. Every advertisement for a plant
protection product shall be accompanied by the sentences
‘Use plant protection products safely. Always read the
label and product information before use’. These
sentences shall be easily legible and clearly distinguishable
in relation to the whole advertisement. The words ‘plant
protection products’ may be replaced by a more precise
description of the product-type, such as fungicide,
insecticide or herbicide.
2.
The advertisement shall not include information in
text or graphic form which could be misleading as regards
possible risks to human or animal health or to the
environment, such as the terms ‘low risk’, ‘non-toxic’ or
‘harmless’.
Only in the case of low-risk plant protection products
shall the term ‘authorised as low- risk plant protection
product in accordance with Regulation (EC) No
1107/ 2009’ be allowed in the advertisement. It cannot be
used as a claim on the label of the plant protection
product.
3.
Member States may prohibit or restrict the
advertising of plant protection products in certain media,
subject to Community law.
4.
All statements used in advertising shall be technically
justifiable.
5.
Advertisements shall not contain any visual
representation of potentially dangerous practices, such as
mixing or application without sufficient protective
clothing, nor any use near food or use by or in the vicinity
of children.
6.
Advertising or promotional material shall draw
attention to the appropriate warning phrases and symbols
as laid down in the labelling.

1

Editor’s NOTE: see Guidance Doc. (2017) 6766 , p.54

CHAPTER VIII
CONTROLS
Article 67
Record- keeping
1.
Producers, suppliers, distributors, importers, and
exporters of plant protection products shall keep records of
the plant protection products they produce, import, export,
store or place on the market for at least 5 years.
Professional users of plant protection products shall, for at
least 3 years, keep records of the plant protection products
they use, containing the name of the plant protection
product, the time and the dose of application, the area
and the crop where the plant protection product was
used.
They shall make the relevant information contained in
these records available to the competent authority on
request. Third parties such as the drinking water industry,
retailers or residents, may request access to this
information by addressing the competent authority.
The competent authorities shall provide access to such
information in accordance with applicable national or
Community law.
By 14 December 2012, the Commission shall present a
report to the European Parliament and the Council on the
costs and benefits of the traceability of information from
users to retailers concerning the applications of plant
protection
products
on
agricultural
products,
accompanied, if necessary, by appropriate legislative
proposals.
2.
Producers of plant protection products shall
undertake post-authorisation monitoring on the request of
the competent authorities 1 . They shall notify the
competent authorities of the relevant results.
3.
Authorisation holders shall provide the competent
authorities of the Member States with all data relating to
the volume of sales of plant protection products in
accordance with Community legislation concerning
statistics on plant protection products.
4.
Implementing measures to ensure the uniform
application of paragraphs 1, 2 and 3 may be adopted in
accordance with the regulatory procedure referred to in
Article 79(3).
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Article 68

CHAPTER IX

Monitoring and contr ols 1

EMERGENCIES

Member States shall submit to the Commission by 31
August each year a report, for the previous year, on the
scope and the outcome of the official controls performed in
order to verify compliance with this Regulation.2

1

Article 69
Emergency measures
Where it is clear that an approved active substance,
safener, synergist or co-formulant or a plant protection
product which has been authorised in accordance with
this Regulation is likely to constitute a serious risk to
human or animal health or the environment, and that such

Editor’s NOTE: The original Art.68 was replaced by the current
text, through adoption of Regulation 2017/ 625 of 15.03.2017 (OJ
L95, 07.04.17), the “Official Controls Regulation” (OCR). The
OCR also introduces its Article 24, dedicated to Official Controls
on pesticides:

protection products to ensure their safe and sustainable use and
to combat their illegal trade; and
b.

Article 24
Specific rules on official controls and for action
taken by the competent authorities in r elation to
plant protection products

a. uniform minimum frequency of such official controls, where a
minimum level of official control is necessary to respond to
recognised uniform hazards and risks which might be posed by
plant protection products, concerning the manufacture,
placing on the market, entry into the Union, labelling,
packaging, transport, storage and use of plant protection
products to ensure their safe and sustainable use and to combat
their illegal trade;

2.
For the purpose of establishing the frequency of risk based
official controls referred to in paragraph 1, competent authorities
shall take into account also the following:

b.

c.

b. the collection of information, monitoring and reporting on
suspected poisonings from plant protection products;

results of relevant monitoring activities including those on
pesticides residues carried out for the purpose of Article 32 (2)
of Regulation (EC) No 396/ 2005 and of Article 8 of Directive
2000/ 60/ EC of the European Parliament and of the
Council(1 );
information on non- authorised plant protection products,
including illegal trade of plant protection product, and results
of relevant controls by the authorities referred to in Article 8 of
Regulation (EU) No 649/ 2012 of the European Parliament
and of the Council (2 ); and

c. the collection of information, and the monitoring of and
reporting on non- authorised plant protection products
including illegal trade of plant protection products.
Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 145(2).
For the purpose of Article 30, the delegation of certain official control
tasks, referred to in this Article, to one or more natural persons shall
be allowed.

information on poisoning related to plant protection products,
including information available in accordance to Article 56 of
Regulation (EC) No 1107/ 2009, and information on
emergency health responses made available by the centres
referred to in Article 45(1) of Regulation (EC) No 1272/ 2008
of the European Parliament and of the Council (3 ).

(1 ) Directive 2000/ 60/ EC of the European Parliament and of the
Council of 23 October 2000 establishing a framework for
Community action in the field of water policy (OJ L 327,
22.12.2000, p. 1)
(2 ) Regulation (EU) No 649/ 2012 of the European Parliament and
of the Council of 4 July 2012 concerning the export and import of
hazardous chemicals (OJ L 201, 27.7.2012, p. 60).

3.
The Commission is empowered to adopt delegated acts in
accordance with Article 144 to supplement this Regulation by laying
down rules for the performance of official controls referred to in
paragraph 1 of this Article. Those delegated acts shall lay down rules
on:
a.

specific requirements for the performance of such official
controls to respond to recognised uniform hazards and risks
which might be posed by plant protection products, concerning
the manufacture, placing on the market, entry into the Union,
labelling, packaging, transport, storage and use of plant

the cases where the competent authorities in relation to specific
non- compliances are to take one or more of the measures
referred to in Articles 137(2) and 138(2).

The Commission may, by means of implementing acts, lay down
detailed rules on uniform practical arrangements for the performance
of official controls on the products referred to in paragraph 1
regarding:

1.
Official controls to verify compliance with the rules referred
to in point (h) of Article 1(2) of this Regulation shall include official
controls on active substances and safeners, synergists, co- formulants
and adjuvants as referred to in Article 2 (2) and (3) of Regulation (EC)
No 1107/ 2009.

a.

149

(3 ) Regulation (EC) No 1272/ 2008 of the European Parliament
and of the Council of 16 December 2008 on classification,
labelling and packaging of substances and mixtures, amending
and repealing Directives 67/ 548/ EEC and 1999/ 45/ EC, and
amending Regulation (EC) No 1907/ 2006 (OJ L 353, 31.12.2008,
p. 1)
2

Editor’s NOTE: See also Guidance Doc. (2017) 6766, p.68
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risk cannot be contained satisfactorily by means of
measures taken by the Member State(s) concerned,
measures to restrict or prohibit the use and/ or sale of that
substance or product shall be taken immediately in
accordance with the regulatory procedure referred to in
Article 79(3), either at the own initiative of the
Commission or at the request of a Member State. Before
taking such measures the Commission shall examine the
evidence and may request an opinion from the Authority.
The Commission may set a time limit within which such
an opinion shall be provided.

The Member States shall notify those rules and any
subsequent amendment to the Commission without delay.
Article 73
Civil and criminal liability

Article 70

The granting of authorisation and any other measures in
conformity with this Regulation shall be without prejudice
to general civil and criminal liability in the Member States
of the producer and, where applicable, of the person
responsible for placing the plant protection product on the
market or using it.

Emergency measures in cases of extreme urgency

Article 74

By way of derogation from Article 69, the Commission
may in cases of extreme urgency provisionally adopt
emergency measures after consulting the Member State or
Member States concerned and informing the other
Member States.

Fees and charges
1.
Member States may recover the costs associated
with any work they carry out within the scope of this
Regulation, by means of fees or charges.

As soon as possible, and at the latest after 10 working
days, those measures shall be confirmed, amended,
revoked or extended in accordance with the regulatory
procedure referred to in Article 79(3).

2.
Member States shall ensure that the fees or charges
referred to in paragraph 1:

Article 71

(b) correspond to the actual total cost of the work involved
except if it is in public interest to lower the fees or
charges.

Other emergency measures
1.
Where a Member State officially informs the
Commission of the need to take emergency measures, and
no action has been taken in accordance with Article 69
or 70, the Member State may adopt interim protective
measures. In this event, it shall immediately inform the
other Member States and the Commission.
2.
Within 30 working days, the Commission shall put
the matter before the Committee referred to in Article
79(1) in accordance with the regulatory procedure referred
to in Article 79(3) with a view to the extension, amendment
or repeal of the national interim protective measure.
3.
The Member State may maintain its national
interim protective measures until Community measures
have been adopted.
CHAPTER X
ADMINISTRATIVE AND FINANCIAL PROVISIONS
Article 72
Penalties
The Member States shall lay down the rules on penalties
applicable to infringements of this Regulation and shall
take the measures necessary to ensure that they are
implemented. The penalties provided for shall be effective,
proportionate and dissuasive.

(a) are established in a transparent manner; and

The fees or charges may include a scale of fixed charges
based on average costs for the work referred to in
paragraph 1.
Article 75
Competent authority
1.
Each Member State shall designate a competent
authority or authorities to carry out the obligations of the
Member States laid down in this Regulation.
2.
Each Member State shall designate a coordinating
national authority to coordinate and ensure all the
necessary contacts with applicants, other Member States,
the Commission and the Authority.
3.
Member States shall ensure that competent
authorities have a sufficient number of suitably qualified
and experienced staff so that the obligations laid down
in this Regulation shall be carried out efficiently and
effectively.
4.
Each Member State shall give the details
concerning its national competent authority or authorities
to the Commission, the Authority and the coordinating
national authorities of the other Member States and
inform them of any modifications thereof.

1107 Vademecum

151

5.
The Commission shall publish and keep updated on
its website a list of the authorities referred to in
paragraphs 1 and 2.

(d) a Regulation postponing the expiry of the approval
period referred to in the second subparagraph of
Article 17;

Article 76

(e) a Regulation on data requirements for safeners and
synergists referred to in Article 25(3);

Expenditur e by the Commis sion
[This article is deleted through Art. 53 of Regulation
(EU) 652/ 2014 of the European Parliament and of the Council of
15 May 2014, laying down provisions for the management of
expenditure relating to the food chain, animal health and animal
welfare, and relating to plant health and plant reproductive material
(… )1 ]
Article 77
Guidance documents
The Commission may, in accordance with the advisory
procedure referred to in Article 79(2), adopt or amend
technical and other guidance documents such as
explanatory notes or guidance documents on the content
of
the application concerning micro-organisms,
pheromones and biological products,
for
the
implementation of this Regulation. The Commission may
ask the Authority to prepare or to contribute to such
guidance documents.
Article 78
Amendments and implementing measures
1.
The following measures designed to amend nonessential elements of this Regulation, inter alia, by
supplementing it shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
79(4):

(f) a Regulation establishing a work programme for
safeners and synergists referred to in Article 26;
(g) adoption of the harmonised methods referred to in
Article 29(4);
(h) inclusion of co-formulants in Annex III, as referred to
in Article 27(2);
(i) extension of the date of application of this Regulation
to provisional authorisations, as referred to in Article
30(3);
(j) information requirements for parallel trade, as referred
to in Article 52(4);
(k) rules for the application of Article 54, in particular
the maximum quantities of plant protection products
to be released;
(l) detailed rules for adjuvants, as referred to in Article
58(2);
(m) a Regulation containing the requirements of the
labelling of plant protection products, as referred to
in Article 65(1);
(n) a Regulation on controls, as referred to in the third
subparagraph of Article 68.

(a) amendments to the Annexes, taking into account
current scientific and technical knowledge;

2.
Any further measures necessary for the
implementation of this Regulation may be adopted in
accordance with the regulatory procedure referred to in
Article 79(3).

(b) amendments to the Regulations on data requirements
for active substances and for plant protection products,
as referred to in points (b) and (c) of Article 8(1), taking
into account current scientific and technical
knowledge;

3.
In accordance with the advisory procedure referred
to in Article 79(2), a Regulation 2 shall be adopted
containing the list of active substances included in Annex
I to Directive 91/ 414/ EEC. Those substances shall be
deemed to have been approved under this Regulation.

(c) amendments to the Regulation on uniform principles
for evaluation and authorisation of plant protection
products, as referred to in Article 29(6), taking into
account current scientific and technical knowledge;

Article 79
Committee procedure
1.
The Commission shall be assisted by the Standing
Committee on the Food Chain and Animal Health 3 , as

1
2

OJ L 189, 27.6.2014, p.1
Editor’s NOTE: Regulation (EU) No 540/ 2011 of 25.5.2011, OJ
L 153, 11.6.2011, p. 1.

3

Editor’s NOTE: Now: Standing Committee on Plants, Animals,
Food and Feed (PAFF Committee)
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established by Article 58 of
178/ 2002.

Regulation (EC) No

2.
Where reference is made to this paragraph, Articles
3 and 7 of Decision 1999/ 468/ EC shall apply, having
regard to the provisions of Article 8 thereof.1
3.
Where reference is made to this paragraph, Articles
5 and 7 of Decision 1999/ 468/ EC shall apply, having
regard to the provisions of Article 8 thereof.2
The period laid down in Article 5(6) of Decision
1999/ 468/ EC shall be set at 3 months.
4.
Where reference is made to this paragraph, Article
5a(1) to (4) and Article 7 of Decision 1999/ 468/ EC shall
apply, having regard to the provisions of Article 8
thereof 3 .
5.
Where reference is made to this paragraph, Article
5a(1) to (4) and (5)(b) and Article 7 of Decision
1999/ 468/ EC shall apply, having regard to the provisions
of Article 8 thereof 4 .
The time limits laid down in Article 5a(3)(c) and (4)(b) and
(e) of Decision 1999/ 468/ EC shall be set at two months,
one month and two months respectively.
CHAPTER XI
TRANSITIONAL AND FINAL PROVISIONS
Article 80
Transitional measures
1.
Directive 91/ 414/ EEC shall continue to apply, with
respect to the procedure and the conditions for approval5 :
(a) to active substances for which a decision has been
adopted in accordance with Article 6(3) of Directive
91/ 414/ EEC before 14 June 2011;
(b) to active substances listed in Annex I to Regulation
(EC) No 737/ 2007 (6);

(c) to active substances for which completeness has been
established in accordance with Article 16 of
Regulation (EC) No 33/ 2008 (7);
(d) to active substances for which completeness has been
established in accordance with Article 6 of
Regulation (EC) No 33/ 2008 before 14 June 2011.
On the basis of the examination carried out under
Directive 91/ 414/ EEC, a Regulation on the approval of
such a substance shall be adopted in accordance with
Article 13(2) of this Regulation. For active substances
referred to in point (b) of this paragraph that approval
shall not be considered as the renewal of approval
referred to in Article 14 of this Regulation.
2.
Article 13(1) to (4) and Annexes II and III to
Directive 91/ 414/ EEC shall continue to apply with respect
to active substances included in Annex I to that Directive
and to active substances approved in accordance with
paragraph 1 of this Article:
(a) for a period of five years from the date of their
inclusion or approval, for active substances covered by
Article 8(2) of Directive 91/ 414/ EEC 8 ;
(b) for a period of 10 years from the date of their
inclusion or approval, for active substances which were
not on the market on 26 July 1993;
(c) for a period of five years from the date of the renewal
of the inclusion or renewal of the approval, for active
substances whose inclusion in Annex I to Directive
91/ 414/ EEC expires by 24 November 2011. This
provision shall only apply to data necessary for the
renewal of the approval and which were certified as
compliant with the principles of good laboratory
practice by that date.
3.
Where Article 13 of Directive 91/ 414/ EEC applies by
virtue of paragraph 1 or paragraph 2 of this Article, it shall
be subject to any special rules concerning Directive
91/ 414/ EEC laid down in the Act of Accession by which
a Member State joined the Community.
4.
For active substances for which the first approval
expires by 14 December 2012 9 , the application provided

1

2

3

Editor’s NOTE: (this is the “Advisory Procedure”, see page 19),
now to be read as: “Articles 4 and 10 of Regulation 182/ 2011 shall
apply having regard to the provisions of Article 11 thereof (see Art.
13 of Regulation 182/ 2011).
Editor’s NOTE: (this is the “Regulatory Procedure”, see page 18),
now to be read as: “Article 5 of Regulation 182/ 2011 shall apply,
and this Regulation shall be deemed to provide that, in the absence
of an opinion, the Comission may not adopt the draft
implementing act, as envisaged in point (b) of the second
subparagraph of Article 5(4) of Regulation 182/ 2011; also Article
10 of Regulation 182/ 2011 shall apply, having regard to the
provisions of Article 11 thereof (see Art. 13 of Regulation 182/ 2011).
Editor’s NOTE: (this is the “Regulatory Procedure with scrutiny”,
see page 19), now to be read as: “Article 5a(1) to (4) of Decision

1999/ 468/ EC and Article 10 of Regulation 182/ 2011 shall apply
having regard to the provisions of Article 11 of Reg. 182/ 2011 (see
Art. 12 and 13 of Regulation 182/ 2011).
4 Editor’s NOTE: (this is a variety of the “Regulatory Procedure
with scrutiny”, see page 19), now to be read as “Article 5a(1) to (4)
and (5)(b) of Decision 1999/ 468/ EC and Article 10 of Regulation
182/ 2011 shall apply, having regard to the provisions of Article 11
of Reg. 182/ 2011 (see Art. 12 and 13 of Regulation 182/ 2011).
5 Editor’s NOTE: See Guidance doc. SANCO/ 11509/ 2013, p.60
(6 ) OJ L 169, 29.6.2007, p. 10.
(7 ) OJ L 15, 18.1.2008, p. 5.
8 Editor’s NOTE: so- called “existing substances”
9 Editor’s NOTE: see Guidance Doc. SANCO/ 10387/ 2010, p.52
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for in Article 14 shall be submitted by a producer of the
active substance to a Member State, with a copy to the
other Member States, the Commission and the Authority,
no later than two years before the expiry of the first
approval.
5.
Applications for authorisations of plant protection
products: 1
(a) under Article 4 of Directive 91/ 414/ EEC which are
pending in the Member States; or
(b) which are due to be amended or withdrawn
following an inclusion in Annex I to Directive
91/ 414/ EEC or following an approval in accordance
with paragraph 1 of this Article;
on 14 June 2011 shall be decided on the basis of national
law in force before that date. 2

153

2.
By way of derogation from Article 27 and without
prejudice to Community law, Member States may apply
national provisions for co-formulants not included in
Annex III until 14 June 2016.
Where, after 14 June 2016, a Member State has serious
grounds for considering that a co-formulant not included
in Annex III is likely to constitute a serious risk to human
or animal health or the environment, it may temporarily
prohibit or restrict the application of a co-formulant in
question within its territory. It shall immediately inform
the other Member States and the Commission thereof
and give reasons for its decision. Article 71 shall apply.
3.
By way of derogation from Article 58(1) Member
States may apply national provisions for authorisation of
adjuvants until the adoption of detailed rules referred to
in Article 58(2).
Article 82

After that decision, this Regulation shall apply.
Review clause
6.
Products labelled in accordance with Article 16 of
Directive 91/ 414/ EEC may continue to be placed on the
market until 14 June 2015.
7.
By 14 December 2013, the Commission shall
establish a list of substances included in Annex I to
Directive 91/ 414/ EEC which satisfy the criteria set out in
point 4 of Annex II to this Regulation and to which the
provisions of Article 50 of this Regulation shall apply.
8.
To a product which was granted an authorisation
under Article 32(1) based on an application submitted
before [Please insert the date of entry into force of the
Regulation on the making available on the market of EU
fertilising products], and which after that date falls under
the definition in point 34 of Article 3, this Regulation shall
continue to apply for the duration provided in the
authorisation. 3
Article 81
Derogation for safeners and synergists, coformulants and adjuvants
1.
By way of derogation from Article 28(1), a Member
State may, for a period of 5 years following the adoption
of the programme referred to in Article 26, authorise the
placing on the market in its territory of plant protection
products containing safeners and synergists, which have
not been approved, where they are included in that
programme.

1
2
3

Editor’s NOTE: see Guidance Doc. SANCO/ 10796/ 2003, p.49
Editor’s NOTE: see Guidance Doc. SANCO/ 6896/ 2009, p.52
new proposed text in Art.46 of 2016/ 0084 (COD), COM proposal
for new Fertiliser Regulation d.d. 17.03.2016; This text is expected
to be adopted in single reading (see page 29, “Codecision”) in 2018.

By 14 December 2014, the Commission shall present a
report 4 to the European Parliament and the Council on
the functioning of mutual recognition of authorisations
and in particular on the application by the Member States
of the provisions referred to in Article 36(3) and Article
50(2), the division of the Community into three zones and
on the application of the criteria for the approval of active
substances, safeners and synergists as set out in Annex II
and the impact thereof on the diversification and
competitiveness of agriculture as well as on human health
and on the environment. The report may be
accompanied, if necessary, by the appropriate legislative
proposals to amend those provisions.
Article 83
Repeal
Without prejudice to Article 80, Directives 79/ 117/ EEC
and 91/ 414/ EEC, as amended by the acts listed in Annex
V, are repealed with effect from 14 June 2011, without
prejudice to the obligations of the Member States relating
to the time limits for transposition into national law and
application of the Directives set out in that Annex.
References to the repealed Directives shall be construed
as references to this Regulation. In particular, references
in other Community legislation, such as Regulation (EC)
No 1782/ 2003, to Article 3 of Directive 91/ 414/ EEC shall
be construed as references to Article 55 of this Regulation.

4

Editor’s NOTE: publication of this report is postponed.
Presentation is expected in 2018.
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Article 84

(c) a Regulation 3 on data requirements for plant
protection products, as referred to in Article 8(1)(c);

Entry into force and application
This Regulation shall enter into force on the 20th day
following its publication in the Official J ournal of the
European U nion.
By 14 June 2011, the Commission shall adopt the
following:
(a) a Regulation 1 containing the list of the active
substances already approved at the moment of
adoption of that Regulation;

(d) a Regulation 4 on uniform principles for risk
assessment for plant protection products, as referred
to in Article 36;
(e) a Regulation 5 containing the requirements of the
labelling of plant protection products, as referred to
in Article 65(1).
This Regulation shall apply from 14 June 2011.

(b) a Regulation 2 on data requirements for active
substances, as referred to in Article 8(1)(b);

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 21 October 2009
For the European Parliament

For the Council

The President

The President

J. BUZEK

C. MALMSTRÖM
_______

1
2
3

Editor’s NOTE: Regulation 540/ 2011
Editor’s NOTE: Regulation 283/ 2013
Editor’s NOTE: Regulation 284/ 2013

4
5

Editor’s NOTE: Regulation 546/ 2011
Editor’s NOTE: Regulation 547/ 2011
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ANNEX I
Definition of zones for the authorisation of plant pr otection pr oducts as r efer r ed to in Article 3(17)
Zone A — North
The following Member States belong to this zone:
Denmark, Estonia, Latvia, Lithuania, Finland, Sweden
Zone B — Centre
The following Member States belong to this zone:
Belgium, Czech Republic, Germany, Ireland, Luxembourg, Hungary, Netherlands, Austria, Poland, Romania, Slovenia,
Slovakia, United Kingdom
Zone C — South
The following Member States belong to this zone:
Bulgaria, Greece, Spain, France, Croatia 1 , Italy, Cyprus, Malta, Portugal
_______
ANNEX II
Procedure and criteria for the approval of active substances, safener s and syner gists pursuant to Chapter II
1.

Evaluation

1.1.

During the process of evaluation and decision-making provided for in Articles 4 to 21, the rapporteur Member
State and the Authority shall cooperate with applicants to resolve any questions on the dossier quickly or to
identify at an early stage any further explanations or additional studies necessary for the evaluation of the dossier,
including information to eliminate the need for a restriction of the approval, or to amend any proposed conditions
for the use of the plant protection product or to modify its nature or its composition in order to ensure full
satisfaction of the requirements of this Regulation.

1.2.

The evaluation by the Authority and the rapporteur Member State must be based on scientific principles and be
made with the benefit of expert advice.

1.3.

During the process of evaluation and decision-making provided for in Articles 4 to 21, Member States and the
Authority shall take into consideration any further guidance developed in the framework of the Standing
Committee on the Food Chain and Animal Health for the purposes of refining, where relevant, the risk
assessments.

2.

General decision-making criteria

2.1.

Article 4 shall only be considered as complied with, where, on the basis of the dossier submitted, authorisation in
at least one Member State is expected to be possible for at least one plant protection product containing that active
substance for at least one of the representative uses.

2.2.

Submission of further information

1

Editor’s NOTE: “Croatia” was added by Council Regulation (EU) No 518/ 2013 of 13 May 2013, L 158, 10.6.2013, p. 72.
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In principle an active substance, safener or synergist shall only be approved where a complete dossier is
submitted.
In exceptional cases an active substance, safener or synergist may be approved even though certain information is
still to be submitted where:
(a) the data requirements have been amended or refined after the submission of the dossier; or
(b) the information is considered to be confirmatory in nature, as required to increase confidence in the decision.
2.3.

Restrictions on approval
Where necessary, the approval may be subject to conditions and restrictions as referred to in Article 6.
Where the rapporteur Member State considers that the dossier provided lacks certain information, to the effect
that the active substance could only be approved subject to restrictions, it shall contact the applicant at an early
stage to obtain more information which may possibly enable these restrictions to be removed.

3.

Criteria for the approval of an active substance

3.1.

Dossier
The dossiers submitted pursuant to Article 7(1) shall contain the information needed to establish, where relevant,
Acceptable Daily Intake (ADI), Acceptable Operator Exposure Level (AOEL)1 and Acute Reference Dose2 (ARfD).
In the case of an active substance, safener or synergist for which one or more representative uses includes use on
feed or food crops or leads indirectly to residues in food or feed, the dossier submitted pursuant to Article 7(1)
shall contain the information necessary to carry out a risk assessment and for enforcement purposes.
The dossier shall in particular:
(a) permit any residue of concern to be defined;
(b) reliably predict the residues in food and feed, including succeeding crops;
(c) reliably predict, where relevant, the corresponding residue level reflecting the effects of processing and/ or
mixing;
(d) permit a maximum residue level to be defined and to be determined by appropriate methods in general use for
the commodity and, where appropriate, for products of animal origin where the commodity or parts of it is fed
to animals;
(e) permit, where relevant, concentration or dilution factors due to processing and/ or mixing to be defined.
The dossier submitted pursuant to Article 7(1) shall be sufficient to permit, where relevant, an estimate of the fate
and distribution of the active substance in the environment, and its impact on non-target species.

3.2.

Efficacy
An active substance alone or associated with a safener or synergist shall only be approved where it has been
established for one or more representative uses that the plant protection product, consequent on application
consistent with good plant protection practice and having regard to realistic conditions of use is sufficiently
effective. This requirement shall be evaluated in accordance with the uniform principles for evaluation and
authorisation of plant protection products referred to in Article 29(6).

3.3.

Relevance of metabolites
Where applicable the documentation submitted shall be sufficient to permit the establishment of the toxicological,
ecotoxicological or environmental relevance of metabolites.

1
2

Editor’s NOTE: See Guidance Document SANCO 7531, p.46
Editor’s NOTE: See Guidance Document 7199/ VI/ 99 rev.5, p.47
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3.4.

Composition of the active substance, safener or synergist

3.4.1.

The specification shall define the minimum degree of purity, the identity and maximum content of impurities and,
where relevant, of isomers/ diastereo-isomers and additives, and the content of impurities of toxicological,
ecotoxicological or environmental concern within acceptable limits.

3.4.2.

The specification shall be in compliance with the relevant Food and Agriculture Organisation specification as
appropriate, where such specification exists. However, where necessary for reasons of protection of human or
animal health or the environment, stricter specifications may be adopted.

3.5.

Methods of analysis

3.5.1.

The methods of analysis of the active substance, safener or synergist as manufactured and of determination of
impurities of toxicological, ecotoxicological or environmental concern or which are present in quantities greater
than 1 g/ kg in the active substance, safener or synergist as manufactured, shall have been validated and shown to be
sufficiently specific, correctly calibrated, accurate and precise.

3.5.2.

The methods of residue analysis for the active substance and relevant metabolites in plant, animal and environmental matrices and drinking water, as appropriate, shall have been validated and shown to be sufficiently
sensitive with respect to the levels of concern.

3.5.3.

The evaluation has been carried out in accordance with the uniform principles for evaluation and authorisation of
plant protection products referred to in Article 29(6).

3.6.

Impact on human health

3.6.1.

Where relevant, an ADI, AOEL 1 and ARfD 2 shall be established. When establishing such values an appropriate
safety margin of at least 100 shall be ensured taking into account the type and severity of effects and the
vulnerability of specific groups of the . When the critical effect is judged of particular significance, such as
developmental neurotoxic or immunotoxic effects, an increased margin of safety shall be considered, and applied if
necessary.

3.6.2.

An active substance, safener or synergist shall only be approved if, on the basis of assessment of higher tier
genotoxicity testing carried out in accordance with the data requirements for the active substances, safeners or
synergists and other available data and information, including a review of the scientific literature, reviewed by the
Authority, it is not or has not to be classified, in accordance with the provisions of Regulation (EC) No 1272/ 2008,
as mutagen category 1A or 1B.

3.6.3.

An active substance, safener or synergist shall only be approved, if, on the basis of assessment of carcinogenicity
testing carried out in accordance with the data requirements for the active substances, safener or synergist and
other available data and information, including a review of the scientific literature, reviewed by the Authority, it is
not or has not to be classified, in accordance with the provisions of Regulation (EC) No 1272/ 2008, as
carcinogen category 1A or 1B, unless the exposure of humans to that active substance, safener or synergist in a
plant protection product, under realistic proposed conditions of use, is negligible3 , that is, the product is used in
closed systems or in other conditions excluding contact with humans and where residues of the active substance,
safener or synergist concerned on food and feed do not exceed the default value set in accordance with Article
18(1)(b) of Regulation (EC) 396/ 2005.

3.6.4.

An active substance, safener or synergist shall only be approved if, on the basis of assessment of reproductive
toxicity testing carried out in accordance with the data requirements for the active substances, safeners or
synergists and other available data and information, including a review of the scientific literature, reviewed by the
Authority, it is not or has not to be classified, in accordance with the provisions of Regulation (EC) No
1272/ 2008, as toxic for reproduction category 1A or 1B, unless the exposure of humans to that active substance,
safener or synergist in a plant protection product, under realistic proposed conditions of use, is negligible4 , that
is, the product is used in closed systems or in other conditions excluding contact with humans and where residues

1
2
3
4

Editor’s NOTE: See Guidance Document SANCO 7531, p.46
Editor’s NOTE: See Guidance Document 7199/ VI/ 99, p. 47
Editor’s NOTE: See Guidance Document SANCO- 2014- 12096
Editor’s NOTE: See Guidance Document SANCO- 2014- 12096
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of the active substance, safener or synergist concerned on food and feed do not exceed the default value set in
accordance with point (b) of Article 18(1) of Regulation (EC) No 396/ 2005.
3.6.5.

An active substance, safener or synergist shall only be approved if, on the basis of the assessment of Community or
internationally agreed test guidelines or other available data and information, including a review of the scientific
literature, reviewed by the Authority, it is not considered to have endocrine disrupting properties that may cause
adverse effect in humans, unless the exposure of humans to that active substance, safener or synergist in a plant
protection product, under realistic proposed conditions of use, is negligible1 , that is, the product is used in closed
systems or in other conditions excluding contact with humans and where residues of the active substance, safener
or synergist concerned on food and feed do not exceed the default value set in accordance with point (b) of
Article 18(1) of Regulation (EC) No 396/ 2005.
By 14 December 2013, the Commission shall present to the Standing Committee on the Food Chain and Animal
Health a draft of the measures concerning specific scientific criteria for the determination of endocrine disrupting
properties to be adopted in accordance with the regulatory procedure with scrutiny referred to in Article 79(4).
Pending the adoption of these criteria, substances that are or have to be classified, in accordance with the
provisions of Regulation (EC) No 1272/ 2008, as carcinogenic category 2 and toxic for reproduction category 2,
shall be considered to have endocrine disrupting properties.
In addition, substances such as those that are or have to be classified, in accordance with the provisions of
Regulation (EC) No 1272/ 2008, as toxic for reproduction category 2 and which have toxic effects on the
endocrine organs, may be considered to have such endocrine disrupting properties.
2 From

10 November 3 2018, an active substance, safener or synergist shall be considered as having endocrine
disrupting properties that may cause adverse effect in humans if, based on points (1) to (4) of the sixth paragraph, it
is a substance that meets all of the following criteria, unless there is evidence demonstrating that the adverse effects
identified are not relevant to humans:
(1) it shows an adverse effect in an intact organism or its progeny, which is a change in the morphology, physiology,
growth, development, reproduction or life span of an organism, system or (sub)population that results in an
impairment of functional capacity, an impairment of the capacity to compensate for additional stress or an
increase in susceptibility to other influences;
(2) it has an endocrine mode of action, i.e. it alters the function(s) of the endocrine system;
(3) the adverse effect is a consequence of the endocrine mode of action.
The identification of an active substance, safener or synergist as having endocrine disrupting properties that may
cause adverse effect in humans in accordance with the fifth paragraph shall be based on all of the following points:
(1) all available relevant scientific data (in vivo studies or adequately validated alternative test systems predictive
of adverse effects in humans or animals; as well as in vivo, in vitro, or, if applicable, in silico studies informing
about endocrine modes of action):
(a) scientific data generated in accordance with internationally agreed study protocols, in particular those listed
in the Commission Communications in the framework of setting out the data requirements for active
substances and plant protection products, in accordance with this Regulation;
(b) other scientific data selected applying a systematic review methodology, in particular following guidance
on literature data which is listed in the Commission Communications in the framework of setting out the
data requirements for active substances and plant protection products, in accordance with this Regulation;
(2) an assessment of the available relevant scientific data based on a weight of evidence approach in order to
establish whether the criteria set out in the fifth paragraph are fulfilled; in applying the weight of evidence
determination, the assessment of the scientific evidence shall, in particular, consider all of the following factors:
(a) both positive and negative results;
(b) the relevance of the study designs, for the assessment of adverse effects and of the endocrine mode of
action;

1
2

Editor’s NOTE: See Guidance Document SANCO- 2014- 12096
Editor’s NOTE: the further text of 3.6.5, printed on grey background, was adopted the PAFF meeting of 12- 13.12.2017. It was published in
Reg. 2018/ 605 of 19.04.18, O.J. L101/ 33 of 20.04.2018. This text is applicable as of 20.10.2018.
3 Editor’s NOTE: in OJ L/ 111/ 10 a corrigendum was published (, changing the earlier published date of 20 October 2018 to 10 November
2018
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(c) the quality and consistency of the data, considering the pattern and coherence of the results within and
between studies of a similar design and across different species;
(d) the route of exposure, toxicokinetic and metabolism studies;
(e) the concept of the limit dose, and international guidelines on maximum recommended doses and for
assessing confounding effects of excessive toxicity;
(3) using a weight of evidence approach, the link between the adverse effect(s) and the endocrine mode of action
shall be established based on biological plausibility, which shall be determined in the light of current scientific
knowledge and under consideration of internationally agreed guidelines;
(4) adverse effects that are non- specific secondary consequences of other toxic effects shall not be considered for
the identification of the substance as endocrine disruptor.
3.7.

Fate and behaviour in the environment

3.7.1.

An active substance, safener or synergist shall only be approved where it is not considered to b a persistent
organic pollutant (POP).
A substance that fulfils all three of the criteria of the points below is a POP.

3.7.1.1. Persistence
An active substance, safener or synergist fulfils the persistence criterion where there is evidence that the time it
takes for a degradation of 50 % (DT50) in water is greater than 2 months, or that its DT50 in soil is greater than 6
months, or that its DT50 in sediment is greater than 6 months.
3.7.1.2. Bioaccumulation
An active substance, safener or synergist fulfils the bioaccumulation criterion where there is:
-

evidence that its bio- concentration factor or bioaccumulation factor in aquatic species is greater than 5 000 or,
in the absence of such data, that the partition coefficient n-octanol/ water (log Ko/ w) is greater than 5, or

-

evidence that the active substance, safener or synergist present other reasons for concern, such as high
bioaccumulation in other non-target species, high toxicity or ecotoxicity.

3.7.1.3. Potential for long-range environmental transport:
An active substance, safener or synergist fulfils the potential for long- range environmental transport criterion
where:

3.7.2.

-

measured levels of the active substance, safener or synergist in locations distant from the sources of its release
are of potential concern,

-

monitoring data show that long- range environmental transport of the active substance, safener or synergist,
with the potential for transfer to a receiving environment, may have occurred via air, water or migratory
species, or

-

environmental fate properties and/ or model results demonstrate that the active substance, safener or synergist has
a potential for long-range environmental transport through air, water or migratory species, with the potential
for transfer to a receiving environment in locations distant from the sources of its release. For an active
substance safener or synergist that migrates significantly through the air, its DT50 in air is to be greater
than 2 days.

An active substance, safener or synergist shall only be approved if it is not considered to be a persistent,
bioaccumulative and toxic (PBT) substance.
A substance that fulfils all three of the criteria of the points below is a PBT substance.

3.7.2.1. Persistence
An active substance, safener or synergist fulfils the persistence criterion where:
-

the half-life in marine water is higher than 60 days,

-

the half-life in fresh or estuarine water is higher than 40 days,
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-

the half-life in marine sediment is higher than 180 days,

-

the half-life in fresh or estuarine water sediment is higher than 120 days, or

-

the half-life in soil is higher than 120 days.

Assessment of persistency in the environment shall be based on available half-life data collected under appropriate
conditions, which shall be described by the applicant.
3.7.2.2. Bioaccumulation
An active substance, safener or synergist fulfils the bioaccumulation criterion where the bioconcentration factor is
higher than 2 000.
Assessment of bioaccumulation shall be based on measured data on bioconcentration in aquatic species. Data
from both freshwater and marine water species can be used.
3.7.2.3. Toxicity
An active substance, safener or synergist fulfils the toxicity criterion where:

3.7.3.

-

the long- term no-observed effect concentration for marine or freshwater organisms is less than 0,01 mg/ l,

-

the substance is classified as carcinogenic (category 1A or 1B), mutagenic (category 1A or 1B), or toxic for
reproduction (category 1A, 1B or 2) pursuant to Regulation (EC) No 1272/ 2008, or

-

there is other evidence of chronic toxicity, as identified by the classifications STOT RE 1 or STOT RE 2 pursuant
to Regulation (EC) No 1272/ 2008.

An active substance, safener or synergist shall only be approved if it is not considered to be a very persistent and
very bioaccumulative substance (vPvB).
A substance that fulfils both of the criteria of the points below is a vPvB substance.

3.7.3.1. Persistence
An active substance, safener or synergist fulfils the ‘very persistent’ criterion where:
-

the half-life in marine, fresh- or estuarine water is higher than 60 days,

-

the half-life in marine, fresh- or estuarine water sediment is higher than 180 days, or

-

the half-life in soil is higher than 180 days.

3.7.3.2. Bioaccumulation
An active substance, safener or synergist fulfils the ‘very bioaccumulative’ criterion where the bioconcentration
factor is greater than 5 000.
3.8.

Ecotoxicology

3.8.1.

An active substance, safener or synergist shall only be approved if the risk assessment demonstrates risks to be
acceptable in accordance with the criteria laid down in the uniform principles for evaluation and authorisation of
plant protection products referred to in Article 29(6) under realistic proposed conditions of use of a plant
protection product containing the active substance, safener or synergist. The assessment must take into account the
severity of effects, the uncertainty of the data 1 , and the number of organism groups which the active substance,
safener or synergist is expected to affect adversely by the intended use.

3.8.2.

An active substance, safener or synergist shall only be approved if, on the basis of the assessment of Community or
internationally agreed test guidelines, it is not considered to have endocrine disrupting properties that may cause

1

Editor’s NOTE: See also EFSA Guidance on Uncertainty Analysis in Risk Assessments, p.69

1107 Vademecum

161

adverse effects on non-target organisms unless the exposure of non-target organisms to that active substance in
a plant protection product under realistic proposed conditions of use is negligible1 .
2 From

10 November 3 2018, an active substance, safener or synergist shall be considered as having endocrine
disrupting properties that may cause adverse effects on non-target organisms if, based on points (1) to (4) of the third
paragraph, it is a substance that meets all of the following criteria, unless there is evidence demonstrating that the
adverse effects identified are not relevant at the (sub)population level for non-target organisms:
(1) it shows an adverse effect in non-target organisms, which is a change in the morphology, physiology, growth,
development, reproduction or life span of an organism, system or (sub)population that results in an impairment
of functional capacity, an impairment of the capacity to compensate for additional stress or an increase in
susceptibility to other influences;
(2) it has an endocrine mode of action, i.e. it alters the function(s) of the endocrine system;
(3) the adverse effect is a consequence of the endocrine mode of action.
The identification of an active substance, safener or synergist as having endocrine disrupting properties that may
cause adverse effects on non-target organisms in accordance with the second paragraph shall be based on all of the
following points:
(1) all available relevant scientific data (in vivo studies or adequately validated alternative test systems predictive
of adverse effects in humans or animals; as well as in vivo, in vitro, or, if applicable, in silico studies informing
about endocrine modes of action):
(a) scientific data generated in accordance with internationally agreed study protocols, in particular, those
listed in the Commission Communications in the framework of setting out the data requirements for active
substances and plant protection products, in accordance with this Regulation;
(b) other scientific data selected applying a systematic review methodology, in particular following guidance
on literature data listed in the Commission Communications in the framework of setting out the data
requirements for active substances and plant protection products, in accordance with this Regulation;
(2) an assessment of the available relevant scientific data based on a weight of evidence approach in order to
establish whether the criteria set out in the second paragraph are fulfilled; in applying the weight of evidence
determination, the assessment of the scientific evidence shall consider all of the following factors:
(a) both positive and negative results, discriminating between taxonomic groups (e.g. mammals, birds, fish,
amphibians) where relevant;
(b) the relevance of the study design for the assessment of the adverse effects and its relevance at the
(sub)population level, and for the assessment of the endocrine mode of action;
(c) the adverse effects on reproduction, growth/ development, and other relevant adverse effects which are
likely to impact on (sub)populations. Adequate, reliable and representative field or monitoring data and/ or
results from population models shall as well be considered where available;
(d) the quality and consistency of the data, considering the pattern and coherence of the results within and
between studies of a similar design and across different taxonomic groups;
(e) the concept of the limit dose and international guidelines on maximum recommended doses and for
assessing confounding effects of excessive toxicity.
(3) using a weight of evidence approach, the link between the adverse effect(s) and the endocrine mode of action shall
be established based on biological plausibility, which shall be determined in the light of current scientific
knowledge and under consideration of internationally agreed guidelines;

Editor’s NOTE: See Guidance Document SANCO- 2014- 12096
Editor’s NOTE: the further text of 3.6.5, printed on grey background, was adopted the PAFF meeting of 12- 13.12.2017. It was published in
Reg. 2018/ 605 of 19.04.18, O.J. L101/ 33 of 20.04.2018. This text is applicable as of 20.10.2018.
3 Editor’s NOTE: in OJ L/ 111/ 10 a corrigendum was published, changing the earlier published date of 20 October 2018 to 10 November 2018
1
2
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Adverse effects that are non- specific secondary consequences of other toxic effects shall not be considered for the
identification of the substance as endocrine disruptor with respect to non-target organisms.
3.8.3.

3.9.

An active substance, safener or synergist shall be approved only if it is established following an appropriate risk
assessment on the basis of Community or internationally agreed test guidelines, that the use under the proposed
conditions of use of plant protection products containing this active substance, safener or synergist:
-

will result in a negligible exposure of honeybees, or

-

has no unacceptable acute or chronic effects on colony survival and development, taking into account effects on
honeybee larvae and honeybee behaviour.

Residue definition
An active substance, safener or synergist shall only be approved if, where relevant, a residue definition can be
established1 for the purposes of risk assessment and for enforcement purposes.

3.10.

Fate and behaviour concerning groundwater
An active substance shall only be approved where it has been established for one or more representative uses, that
consequently after application of the plant protection product consistent with realistic conditions on use, the
predicted concentration of the active substance or of metabolites, degradation or reaction products in
groundwater complies with the respective criteria of the uniform principles for evaluation and authorisation of
plant protection products referred to in Article 29(6).

4.

Candidate for substitution
An active substance shall be approved as a candidate for substitution pursuant to Article 24 where any of the
following conditions are met:

1
2

-

its ADI, ARfD or AOEL is significantly lower than those of the majority of the approved active substances within
groups of substances/ use categories,

-

it meets two of the criteria to be considered as a PBT substance,

-

there are reasons for concern linked to the nature of the critical effects (such as developmental neurotoxic or
immunotoxic effects) which, in combination with the use/ exposure patterns, amount to situations of use that could
still cause concern, for example, high potential of risk to groundwater; even with very restrictive risk management
measures (such as extensive personal protective equipment or very large buffer zones),

-

it contains a significant proportion of non- active isomers,

-

it is or is to be classified, in accordance with the provisions of Regulation (EC) No 1272/ 2008, as carcinogen
category 1A or 1B, if the substance has not been excluded in accordance with the criteria laid down in point 3.6.3,

-

it is or is to be classified, in accordance with the provisions of Regulation (EC) No 1272/ 2008, as toxic for
reproduction category 1A or 1B if the substance has not been excluded in accordance with the criteria laid down in
point 3.6.4,

-

if, on the basis of the assessment of Community or internationally agreed test guidelines or other available data and
information, reviewed by the Authority, it is considered to have endocrine disrupting properties2 that may cause
adverse effects in humans if the substance has not been excluded in accordance with the criteria laid down in point
3.6.5.

Editor’s NOTE: see Guidance Document EFSA 2016; 14(12): 4549, p.66
Editor’s NOTE: see Draft Guidance Document EFSA 2016; 14(12): 4549, p.66
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5.

Low-risk active substances1,2

5.1.

Active substances other than micro-organisms

5.1.1.

An active substance, other than a micro-organism, shall not be considered as being of low-risk where it corresponds
to any of the following:
(a) it is or has to be classified in accordance with Regulation (EC) No 1272/ 2008 as any of the following:
carcinogenic category 1A, 1B or 2,
mutagenic category 1A, 1B or 2,
toxic to reproduction category 1A, 1B or 2,
skin sensitiser category 1,
serious damage to eye category 1,
respiratory sensitiser category 1,
acute toxicity category 1, 2 or 3,
specific Target Organ Toxicant, category 1 or 2,
toxic to aquatic life of acute and chronic category 1 on the basis of appropriate standard tests,
explosive,
skin corrosive, category 1A, 1B or 1C;
(b) it has been identified as priority substance under Directive 2000/ 60/ EC;
(c) it is deemed to be an endocrine disruptor;
(d) it has neurotoxic or immunotoxic effects.

5.1.2.

An active substance, other than a micro- organism, shall not be considered as being of low-risk where it is persistent
(half-life in soil is more than 60 days) or its bio-concentration factor is higher than 100.
However, a naturally occurring active substance which does not correspond to any of points (a) to (d) of point 5.1.1
may be considered as being of low-risk, even if it is persistent (half-life in soil is more than 60 days) or its bioconcentration factor is higher than 100.

5.1.3.

An active substance, other than a micro-organism, emitted and used by plants, animals and other organisms for
communication, shall be considered as being of low- risk where it does not correspond to any of points (a) to (d) of
point 5.1.1.

5.2.

Micro-organisms

5.2.1.

An active substance which is a micro-organism may be considered as being of low-risk unless at strain level it has
demonstrated multiple resistance to anti-microbials used in human or veterinary medicine.

5.2.2.

Baculoviruses shall be considered as being of low-risk unless at strain level they have demonstrated adverse effects
on non-target insects.
______
ANNEX III3

List of co- formulants which are not accepted for inclusion in plant pr otection products as referred to in
Article 27
______

1
2
3

Editor’s NOTE: point 5 was amended by Regulation 2017/ 1432 of 07.08.2017
Editor’s NOTE: see also Commission Notice 2018/ C 265/ 02 of 27.07.2018, OJ C 265/ 8
A Commission Working Group is developing 2 draft acts: one to establish criteria and procedures to select substances to be included in Annex
III, and one to identify a first batch of unacceptable co- formulants (ca. 90 substances). These draft Regulations were scheduled to be completed
in 1 st half 2018.
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ANNEX IV
Comparative assess ment purs uant to Article 50
1. Conditions for comparative assessment
Where refusal or withdrawal of an authorisation of a plant protection product in favour of an alternative plant protection
product or a non-chemical control or prevention method is considered, referred to as ‘substitution’, the alternative must,
in the light of scientific and technical knowledge, show significantly lower risk to health or the environment. An
assessment of the alternative shall be performed to demonstrate whether it can be used with similar effect on the target
organism and without significant economic and practical disadvantages to the user or not.
Further conditions for refusal or withdrawal of an authorisation are as follows:
(a) substitution shall be applied only where other methods or the chemical diversity of the active substances is sufficient
to minimise the occurrence of resistance in the target organism;
(b) substitution shall be applied only to plant protection products where their use presents a significantly higher level
of risk to human health or the environment; and
(c) substitution shall be applied only after allowing for the possibility, where necessary, of acquiring experience from
use in practice, where not already available.
2. Significant difference in risk
A significant difference in risk shall be identified on a case-by-case basis by the competent authorities. The properties
of the active substance and plant protection product, and the possibility of exposure of different population subgroups
(professional or non-professional users, bystanders, workers, residents, specific vulnerable groups or consumers) directly
or indirectly through food, feed, drinking water or the environment shall be taken into account. Other factors such as
the stringency of imposed restrictions on use and prescribed personal protective equipment shall also be considered.
For the environment, if relevant, a factor of at least 10 for the toxicity/ exposure ratio (TER) of different plant protection
products is considered a significant difference in risk.
3. Significant practical or economic disadvantages
Significant practical or economic disadvantage to the user is defined as a major quantifiable impairment of working
practices or business activity leading to inability to maintain sufficient control of the target organism. Such a major
impairment might be, for example, where no technical facilities for the use of the alternative are available or
economically feasible.
Where a comparative assessment indicates that restrictions on and/ or prohibitions of use of a plant protection product
could cause such disadvantage, then this shall be taken into account in the decision-making process. This situation shall
be substantiated.
The comparative assessment shall take authorised minor uses into account.
_______
ANNEX V
Repealed Directives and their s ucces sive amendments as referred to in Article 83
A. Directive 91/ 414/ EEC
Acts amending Directive
91/ 414/ EEC
Directive 93/ 71/ EEC
Directive 94/ 37/ EC
Directive 94/ 79/ EC
Directive 95/ 35/ EC
Directive 95/ 36/ EC
Directive 96/ 12/ EC

3 August 1994
31 July 1995
31 January 1996
30 June 1996

Acts amending Directive
91/ 414/ EEC
Directive 96/ 46/ EC
Directive 96/ 68/ EC
Directive 97/ 57/ EC
Directive 2000/ 80/ EC

30 April 1997
30 November 1997
1 October 1997
1 July 2002

30 April 1996
31 March 1997

Directive 2001/ 21/ EC
Directive 2001/ 28/ EC

1 July 2002
1 August 2001

Deadline for transposition

Deadline for transposition
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Acts amending Directive
91/ 414/ EEC
Directive 2001/ 36/ EC

1 May 2002

Directive 2001/ 47/ EC
Directive 2001/ 49/ EC
Directive 2001/ 87/ EC
Directive 2001/ 99/ EC
Directive 2001/ 103/ EC
Directive 2002/ 18/ EC
Directive 2002/ 37/ EC
Directive 2002/ 48/ EC
Directive 2002/ 64/ EC

31 December 2001
31 December 2001
31 March 2002
1 January 2003
1 April 2003
30 June 2003
31 August 2003
31 December 2002
31 March 2003

Directive 2002/ 81/ EC
Directive 2003/ 5/ EC
Directive 2003/ 23/ EC
Directive 2003/ 31/ EC
Directive 2003/ 39/ EC
Directive 2003/ 68/ EC
Directive 2003/ 70/ EC
Directive 2003/ 79/ EC
Directive 2003/ 81/ EC
Directive 2003/ 82/ EC
Directive 2003/ 84/ EC
Directive 2003/ 112/ EC
Directive 2003/ 119/ EC
Regulation (EC) No 806/ 2003

30 June 2003
30 April 2004
31 December 2003
30 June 2004
30 September 2004
31 March 2004
30 November 2004
30 June 2004
31 January 2005
30 July 2004
30 June 2004
30 April 2005
30 September 2004
—

Directive 2004/ 20/ EC
Directive 2004/ 30/ EC
Directive 2004/ 58/ EC
Directive 2004/ 60/ EC
Directive 2004/ 62/ EC
Directive 2004/ 66/ EC

31 July 2005
30 November 2004
31 August 2005
28 February 2005
31 March 2005
1 May 2004

Directive 2004/ 71/ EC
Directive 2004/ 99/ EC
Directive 2005/ 2/ EC
Directive 2005/ 3/ EC
Directive 2005/ 25/ EC

31 March 2005
30 June 2005
30 September 2005
30 September 2005
28 May 2006

Deadline for transposition
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Directive 2005/ 34/ EC
Directive 2005/ 53/ EC
Directive 2005/ 54/ EC
Directive 2005/ 57/ EC
Directive 2005/ 58/ EC
Directive 2005/ 72/ EC
Directive 2006/ 5/ EC
Directive 2006/ 6/ EC
Directive 2006/ 10/ EC
Directive 2006/ 16/ EC
Directive 2006/ 19/ EC
Directive 2006/ 39/ EC

30 November 2005
31 August 2006
31 August 2006
31 October 2006
31 May 2006
31 December 2006
31 March 2007
31 March 2007
30 September 2006
31 January 2007
30 September 2006
31 July 2007

Directive 2006/ 41/ EC
Directive 2006/ 45/ EC
Directive 2006/ 64/ EC
Directive 2006/ 74/ EC
Directive 2006/ 75/ EC
Directive 2006/ 85/ EC
Directive 2006/ 104/ EC
Directive 2006/ 131/ EC
Directive 2006/ 132/ EC
Directive 2006/ 133/ EC
Directive 2006/ 134/ EC
Directive 2006/ 135/ EC
Directive 2006/ 136/ EC

31 January 2007
18 September 2006
31 October 2007
30 November 2007
31 March 2007
31 January 2008
1 January 2007
30 June 2007
30 June 2007
30 June 2007
30 June 2007
30 June 2007
30 June 2007

Directive 2007/ 5/ EC
Directive 2007/ 6/ EC
Directive 2007/ 21/ EC
Directive 2007/ 25/ EC
Directive 2007/ 31/ EC
Directive 2007/ 50/ EC
Directive 2007/ 52/ EC
Directive 2007/ 76/ EC
Directive 2008/ 40/ EC
Directive 2008/ 41/ EC
Directive 2008/ 45/ EC
Directive 2008/ 66/ EC

31 March 2008
31 July 2007 12
December 2007
31 March 2008
1 September 2007
31 May 2008
31 March 2008
30 April 2009
30 April 2009
30 June 2009
8 August 2008
30 June 2009

B. Directive 79/ 117/ EEC
Acts amending Directive 79/ 117/ EEC
Directive 83/ 131/ EEC
Directive 85/ 298/ EEC
Directive 86/ 214/ EEC
Directive 86/ 355/ EEC
Directive 87/ 181/ EEC
Directive 87/ 477/ EEC
Directive 89/ 365/ EEC
Directive 90/ 335/ EEC
Directive 90/ 533/ EEC
Directive 91/ 188/ EEC
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Note on transparency & confidentiality
A legislative proposal for a Regulation on the transparency and sustainability of the EU risk
assessment in the food chain affects several articles (7.1, 7.3, 10, 15.1, 16, 63.1, 63.2) of Regulation
1107/2009.
On 12.04.2018 a public Consultation on the draft Regulation was opened. Draft text in the
repective footnotes in this version of the 1107 Vademecum refers to the text from this published
proposal (COM(2018)179final; 2018/0088(COD)).
The new (proposed) text for Articles 7.1, 7.3, 10, 15.1, 16, 63.1, 63.2 and 63.3 contains several
references to Regulation 178/2002 on General Food Law. These references concern the amended
new text for this Regulation, as proposed in the same draft Regulation.
For reference purposes, the referred (proposed) articles to Regulation 728/2002 are provided
here, in the form in which they were published by the Council on 15.02.2019 (final, adopted in
agreement with the co-legislators in trilogue on 11.02.2019):
Article 32b
Notification of Studies
1.
The Authority shall establish and manage a
database of studies commissioned or carried out by
business operators to support an application or
notification in relation to which Union law makes
provisions for the Authority to provide a scientific
output, including a scientific opinion.
1a. For the purposes of paragraph 1, business
operators shall notify, without delay, to the Authority
the title and the scope of the study, the laboratory or
testing facility carrying out the study, and the starting
and planned completion dates of any study
commissioned or carried out by them to support an
application or a notification .
2.
The notification obligation under paragraph 1a
shall also apply to laboratories and other testing
facilities located in the Union carrying out those
studies.
This provision shall also apply, mutatis mutandis, to
laboratories and other testing facilities located in third
countries insofar as set out in relevant agreements and
arrangements, including as referred to in Article 49.
2a.
An application or notification shall not be
considered valid or admissible, where it is supported by
studies that have not been previously notified in
accordance with paragraphs 1a and 2, unless the
applicant or notifier provides a valid justification for the
non-notification of such studies.
An application or notification may be re-submitted,
provided that the applicant or notifier notifies to the
Authority the studies that have not been previously

notified in accordance with paragraphs 1a and 2 and,
in particular, the title, the scope, the laboratory or the
testing facility carrying out the study as well as the
starting and end-date thereof.
The assessment of the validity or the admissibility of the
new application or notification shall commence 6
months after the notification of the studies pursuant to
the previous subparagraph.
2b.
An application or notification shall not be
considered valid or admissible, where studies that have
previously been notified in accordance with paragraphs
1a and 2 are not included in the application or
notification, unless the applicant or notifier provides a
valid justification for the non- inclusion of such studies.
An application or notification may be re-submitted,
provided that the applicant or notifier submits all the
studies that were notified in accordance with
paragraphs 1a and 2.
The assessment of the validity or admissibility of the
new application or notification shall commence 6
months after the submission of the studies pursuant to
the previous subparagraph.
2c.
Where the Authority detects, during its risk
assessment, that studies notified in accordance with
paragraphs 1a and 2 are not included in the
corresponding application or notification in full, and in
the absence of a valid justification to that effect, the
applicable time limits within which the Authority is
required to deliver its scientific output shall be
suspended. This suspension shall be terminated 6
months after the submission of all data of the relevant
studies.
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3.
The notified information shall be made public
only in case a corresponding application has been
received and after the Authority has decided on the
disclosure of the accompanying studies in accordance
with Article 38 and Articles 39 to 39f.
4. The Authority shall lay down the practical
arrangements for implementing the notification
obligations laid down in paragraphs 1a and 2, including
arrangements for requesting and publishing the valid
justifications in cases referred to in paragraphs 2a, 2b
and 2c. Those arrangements shall be in accordance
with the present Regulation and other relevant Union
law.
Article 38
Transparency
1.
The Authority shall carry out its activities with a
high level of transparency. It shall in particular make
public:
(a) Agendas, participants lists and minutes of the
Management Board, the Advisory Forum,
Scientific Committee and the Scientific Panels and
their Working Groups;
(b) all its scientific outputs, including the opinions of
the Scientific Committee and the Scientific Panels
after adoption, minority opinions and results of
consultations performed during the risk assessment
process always being included;
(c) scientific data, studies and other supporting
applications, including supplementary information
supplied by applicants, as well as other scientific
data and information supporting requests from the
European Parliament, the Commission and the
Member States for a scientific output, including a
scientific opinion, taking into account protection of
confidential information and protection of personal
data in accordance with Articles 39 to 39f;
(d) the information on which its scientific outputs,
including scientific opinions are based, taking into
account protection of confidential data and
protection of personal data in accordance with
Articles 39 to 39f;
(e) the annual declarations of interest made by
members of the Management Board, the Executive
Director, members of the Advisory Forum and
members of the Scientific Committee, Scientific
Panels and of their Working Groups, as well as the
declarations of interest made in relation to items on
the agendas of meetings;
(f) its scientific studies in accordance with Articles 32
and 32d;

(g) the annual report of its activities;
(h) requests from the European Parliament, the
Commission or a Member State for scientific
opinions which have been refused or modified and
the justifications for the refusal or modification;
(i) a summary of the advice provided by the Authority
to potential applicants at pre- submission phase
pursuant to Article 32a and 32c.
Items referred to the first paragraph shall be made
public without delay, with the exception of the items
referred to in points (c), as far as applications are
concerned, and (i), which shall be made public without
delay once an application has been considered valid or
admissible.
Those items referred to in the first subparagraph shall
be made public on a dedicated section of the
Authority’s website. That section shall be publicly
available and easily accessible. The relevant items shall
be available to download, print and search through in
an electronic format.
1a. The disclosure of the information mentioned in
points (c), (d) and (i) of paragraph 1 to the public shall
be without prejudice:
(a) any existing rules concerning intellectual property
rights which set out limitations on certain uses of
the disclosed documents or their content; and,
(b) any provisions set out in Union food law protecting
the investment made by innovators in gathering the
information and data supporting relevant
applications for authorisations (‘data exclusivity
rules’).
The disclosure to the public of the information
mentioned in paragraph (1)(c) shall not be considered
as an explicit or implicit permission or license for the
relevant data and information and their content to be
used, reproduced, or otherwise exploited in breach of
any intellectual property right or data exclusivity rules
and its use by third parties shall not engage the
responsibility of the European Union. The Authority
shall ensure that clear undertakings or signed
statements are given to that effect by those accessing the
relevant documents, prior to their disclosure.
2.
The Management Board shall hold its meetings
in public unless, acting on a proposal from the
Executive Director, it decides otherwise for specific
administrative points of its agenda, and may authorise
consumer representatives or other interested parties to
observe the proceedings of some of the Authority's
activities.
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3.
The Authority shall lay down the practical
arrangements for implementing the transparency rules
referred to in paragraphs 1, 1a and 2 of this Article,
taking into account Articles 39 to 39g and Article 41.

or the environment, shall nevertheless be made
public.”;
Article 39a

Article 39

Request for confidentiality

Confidentiality

1.
When submitting an application, supporting
scientific data and other supplementary information in
accordance with Union law, the applicant may request
certain parts of the information submitted to be kept
confidential in accordance with paragraphs 2 and 3 of
Article 39. This request shall be accompanied by
verifiable justification demonstrating how making
public the information concerned significantly harms
the interests concerned in accordance with paragraphs
2 and 3 of Article 39.

1.
By way of derogation from Article 38, the
Authority shall not make public information for which
confidential treatment has been requested under the
conditions laid down in this Article.
2.
The Authority may grant confidential treatment
only with respect to the information items listed in this
paragraph upon request of an applicant, where the
disclosure of such information is demonstrated by the
applicant to potentially harm its interests to a
significant degree
Those information items are:
(1) the manufacturing or production process,
including the method and innovative aspects
thereof, as well as other technical and
industrial specifications inherent to that
process or method, except for information
which is relevant to the assessment of the
safety;
(2) commercial links between a producer or
importer and the applicant or the
authorisation holder, where applicable;

2.
Where an applicant submits a request for
confidentiality, it shall provide a non-confidential
version and a confidential version of the information
submitted in accordance with standard data formats,
where they exist, pursuant to Article 39f. The nonconfidential version shall be without the information
the applicant deems confidential on the basis of
paragraphs 2 and 3 of Article 39 and shall indicate the
places where such information has been deleted. The
confidential version shall contain all information
submitted, including information the applicant deems
confidential. Information requested to be treated as
confidential in the confidential version shall be clearly
marked. The applicant shall clearly indicate the
grounds on the basis of which confidentiality is
requested for the different pieces of information.

(3) commercial information revealing sourcing,
market shares or business strategy of the
applicant; and,
(4) quantitative composition of the subject
matter of the request [...], except for
information which is relevant to the
assessment of the safety.
3.
The list of information referred to in paragraph
2 shall be without prejudice to any sectoral Union food
law.
4.
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Article 39b
Decision on confidentiality
1.
a.

make public the non-confidential version of the
application as submitted by the applicant without
delay once that application has been considered
valid or admissible;

b.

proceed, without delay, to a concrete and
individual examination of the confidentiality
request in accordance with this Article;

c.

inform the applicant in writing of its intention to
disclose information and the reasons for it, before
the Authority formally takes a decision on the
confidentiality request. If the applicant disagrees
with the assessment of the Authority it may state
its views or withdraw its application within two
weeks from the date on which it was notified of the
Authority’s position;

Notwithstanding paragraphs 2 and 3:

(a) Where urgent action is essential to protect public
health, animal health or the environment, such as
in emergency situations, the Authority may disclose
the information referred to in those paragraphs.
(b) Information which forms part of conclusions of
scientific outputs, including scientific opinions,
delivered by the Authority and which relate to
foreseeable effects on public health, animal health

The Authority shall:
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d.

e.

adopt a reasoned decision on the confidentiality
request taking into account the observations of the
applicant within ten weeks from the date of receipt
of the confidentiality request with respect to
applications for authorisation and without undue
delay in the case of supplementary data and
information, notify the applicant of its decision
and provide information on the right to make a
confirmatory application in accordance with
paragraph 2 of this Article, and inform the
Commission and the Member States, where
appropriate, of its decision; and,
make public any additional data and information
for which the confidentiality request has not been
accepted as justified not earlier than two weeks
after the notification of its decision to the applicant
has taken place, pursuant to point (d).

2.
Within two weeks from the notification of the
Authority's decision on the confidentiality request to
the applicant pursuant to paragraph 1, the applicant
may make a confirmatory application asking the
Authority to reconsider its decision. The confirmatory
application shall have suspensive effect. The Authority
shall examine the grounds of the confirmatory
application and shall adopt a reasoned decision on that
confirmatory application. It shall notify the applicant of
that decision within three weeks after lodging the
confirmatory application and inform the applicant of
the available remedies, namely instituting court
proceedings against the Authority pursuant to
paragraph 3. The Authority shall make public any
additional data and information for which the
confidentiality request has not been accepted by the
Authority as justified not earlier than two weeks after
the notification of the Authority's reasoned decision on
the confirmatory application to the applicant has taken
place pursuant to this paragraph.
3.
Decisions taken by the Authority pursuant to this
Article may be subject to an action before the Court of
Justice of the European Union, under the conditions
laid down in Articles 263 and 278 of the Treaty
respectively.
Article 39c
Review of confidentiality
Before the Authority issues its scientific outputs,
including scientific opinions, it shall review whether
information that has been previously accepted as
confidential may nevertheless be made public in
accordance with paragraph 4(b) of Article 39. Should
that be the case, the Authority shall follow the
procedure laid down in Article 39b, which shall apply
mutatis mutandis.

Article 39d
Obligations with regard to confidentiality
1.
The Authority shall make available, upon
request, to the Commission and the Member States all
information in its possession relating to an application
or to a request by the European Parliament, the
Commission or the Member States for a scientific
output, including a scientific opinion, unless otherwise
indicated in specific Union law.
2.
The Commission and the Member States shall
take the necessary measures so that information
received by them under Union law for which
confidential treatment has been requested is not made
public until a decision on the confidentiality request has
been taken by the Authority and has become definitive.
The Commission and the Member States shall also take
the necessary measures so that information for which
confidential treatment has been accepted by the
Authority is not made public.
3.
If an applicant withdraws or has withdrawn an
application, the Authority, the Commission and the
Member States shall respect the confidentiality of
information as granted by the Authority in accordance
with Articles 39to 39f. The application shall be
considered withdrawn as of the moment the written
request is received by the competent body that had
received the original application. Where the
withdrawal of the application takes place before a final
decision on the confidentiality request has been
adopted by the Authority pursuant to, where
appropriate, paragraphs 1 or 2 of Article 39b, the
Authority, the Commission and the Member States
shall not make public the information for which
confidentiality has been requested.
4.
Members of the Management Board, the
Executive Director, members of the Scientific
Committee and Scientific Panels as well as external
experts participating in their working groups, members
of the Advisory Forum and members of the staff of the
Authority, even after their duties have ceased, shall be
subject to the requirements of confidentiality pursuant
to Article 339 of the Treaty.
5.
The Authority shall lay down in consultation
with the Commission the practical arrangements for
implementing the confidentiality rules laid down in
Articles 39, 39a, 39b, 39e and this Article, including
arrangements concerning the submission and
treatment of confidentiality requests with respect to
information to be made public under Article 38, and
taking into account Articles 39f and 39g. As regards
Article 39b(2), the Authority shall ensure that
appropriate separation of tasks is applied for the
assessment of confirmatory applications.

Draft (amended) Regulation 787/ 2002

Article 39e
Protection of per sonal data

171

compliance with regulatory requirements set out in
Union law. These standard data formats shall:
a. not be based on proprietary standards;

1.
With respect to requests for scientific outputs,
including scientific opinions under Union food law, the
Authority shall always make public:

b. ensure interoperability with existing data submission
approaches to the extent possible;

(a) the name and address of the applicant;

c. be user-friendly and adapted for the use by small and
medium-sized enterprises

(b) the names of authors of published, or publicly
available, studies supporting such requests; and
(c) the names of all participants and observers in
meetings of the Scientific Committee and the
Scientific Panels, their Working Groups and any
other ad hoc Group meeting on the subject.
2.
Notwithstanding paragraph 1, disclosure of
names and addresses of natural persons involved in
testing on vertebrate animals or in obtaining
toxicological information shall be deemed to
significantly harm the privacy and the integrity of those
natural persons and shall not be made publicly
available unless otherwise specified in the legislative
acts referred to in paragraph 3.
3.
Regulation (EU) 2016/ 679 of the European
Parliament and of the Council1 and Regulation (EU)
2018/ 1725 of the European Parliament and of the
Council shall apply to the processing of personal data
carried out pursuant to this Regulation. Any personal
data made public pursuant to Article 38 and this article
shall only be used to ensure the transparency of risk
assessment process under this Regulation and not be
further processed in a manner that is incompatible with
these purposes, in the meaning of Article 5(1)(b) of
Regulation (EU) 2016/ 679 and Article 4(1)(b) of
Regulation (EU) 2018/ 1725, as the case may be.
Article 39f

2.
For the adoption of standard data formats the
following procedure shall be followed:
(a) The Authority shall draw up draft standard data
formats for the purposes of the different
authorisation procedures and relevant requests for
a scientific output by the European Parliament, the
Commission and the Member States.
(b) Taking into account the applicable requirements in
the different authorisation procedures and other
legislative frameworks and following any necessary
adaptations, the Commission shall adopt standard
data formats by means of implementing acts. Those
implementing acts shall be adopted in accordance
with Article 58(2).
(c) The Authority shall make the standard data
formats, as adopted, available on its website.
(d) Where standard data formats have been adopted
pursuant to this article, applications as well as
requests for a scientific output, including a scientific
opinion by the European Parliament, the
Commission and the Member States, shall only be
submitted in accordance with those data formats.
Article 39g
Infor mation s ystems

1.
For the purposes of Article 38(1)(c) and in order
to ensure the efficient processing of requests to the
Authority for a scientific output, standard data formats
shall be adopted to allow documents to be submitted,
searched, copied and printed, while ensuring

The information systems operated by the Authority to
store its data, including confidential and personal data
shall be designed in a way that guarantees that any
access to it is fully auditable and that the highest
standards of security appropriate to the security risks at
stake will be attained, taking into account Articles 39 to
39f of this Regulation.

Regulation (EU) 2016/ 679 of the European Parliament and
of the Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data and on

the free movement of such data and repealing Directive
95/ 46/ EC (General Data Protection Regulation), (OJ L 119,
4.5.2016, p. 1).

Standard data for mats

1
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I
(Acts whose publication is obligatory)

Regulation 396/ 2005

REGULATION (EC) No 396/ 2005 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 23 Februar y 2005
on maximum residue levels of pesticides in or on food and feed of plant and animal origin and
amending Council Directive 91/ 414/ EEC
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

November 1990 on the fixing of maximum levels for
pesticide residues in and on products of plant origin,
including fruit and vegetables6, have been substantially amended several times. In the interests of
clarity and simplicity, those Directives should be
repealed and replaced by a single act.

Having regard to the Treaty establishing the European
Community, and in particular Articles 37 and 152(4)(b)
thereof,
Having regard to the proposal from the Commission,

(2)

This Regulation directly concerns public health and
is relevant to the functioning of the internal market.
Differences in national maximum residue levels for
pesticides can pose barriers to trade in products
included in Annex I to the Treaty and products
derived therefrom between Member States and trade
between third countries and the Community.
Accordingly, in the interest of free movement of
goods, equal competition conditions among the
Member States, as well as a high level of consumer
protection, it is appropriate that maximum residue
levels (MRLs) for products of plant and animal origin
be set at Community level, taking into account good
agricultural practice.

(3)

A Regulation establishing MRLs does not require
transposition into national law in the Member States.
It is therefore the most appropriate legal instrument
with which to set MRLs for pesticides in products of
plant and animal origin, as its precise requirements
are to be applied at the same time and in the same

Having regard to the opinion of the European Economic
and Social Committee1,
Having consulted the Committee of the Regions,
Acting in accordance with the procedure laid down in
Article 251 of the Treaty2,
Whereas:
(1)

1
2

3

Council Directive 76/ 895/ EEC of 23 November
1976 relating to the fixing of maximum levels for
pesticide residues in and on fruit and vegetables 3 ,
Council Directive 86/ 362/ EEC of 24 July 1986 on
the fixing of maximum levels for pesticide residues in
and on cereals4, Council Directive 86/ 363/ EEC of
24 July 1986 on the fixing of maximum levels for
pesticide residues in and on foodstuffs of animal
origin 5 , and Council Directive 90/ 642/ EEC of 27
OJ C 234, 30.9.2003, p. 33.
Opinion of the European Parliament of 20 April 2004 (not yet
published in the Official Journal), Council Common Position of
19 July 2004 (OJ C 25 E, 1.2.2005, p.1) and Position of the
European Parliament of 15 December 2004 (not yet published
in the Official Journal) and Council Decision of 24 January 2005.
OJ L 340, 9.12.1976, p. 26. Directive as last amended by
Regulation (EC) No 807/ 2003 (OJ L 122, 16.5.2003, p. 36).

4

5
6

OJ L 221, 7.8.1986, p. 37. Directive as last amended by
Commission Directive 2004/ 61/ EC (OJ L 127, 29.4.2004, p.
81).
OJ L 221, 7.8.1986, p. 43. Directive as last amended by
Directive 2004/ 61/ EC
OJ L 350, 14.12.1990, p. 71. Directive as last amended by
Commission Directive 2004/ 95/ EC (OJ L 301, 28.9.2004, p.
42).
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manner throughout the Community and accordingly
permit a more efficient use of national resources.
(4)

(5)

(6)

The production and consumption of plant and
animal products play a very important role in the
Community. The yield from plant production is
continually being affected by harmful organisms. It
is essential to protect plants and plant products
against such organisms in order to prevent a
reduction in yield or damage to them, and ensure
both the quality of the products harvested and high
agricultural productivity. To this end, different
methods are available, including non- chemical
methods, practices such as using resistant varieties,
crop rotation, mechanical weeding, biological
control and chemical methods such as the use of
plant protection products.
One of the most common methods of protecting
plants and plant products from the effects of harmful
organisms is the use of active substances in plant
protection products. However, a possible
consequence of their use may be the presence of
residues in the treated products, in animals feeding
on those products and in honey produced by bees
exposed to those substances. According to Council
Directive 91/ 414/ EEC of 15 July 1991 concerning
the placing of plant protection products on the
market 1, public health should be given priority over
the interests of crop protection, thus it is necessary to
ensure that such residues should not be present at
levels presenting an unacceptable risk to humans
and, where relevant, to animals. MRLs should be set
at the lowest achievable level consistent with good
agricultural practice for each pesticide with a view to
protecting vulnerable groups such as children and
the unborn.
It is also important to carry out further work to
develop a methodology to take into account
cumulative and synergistic effects. In view of human
exposure to combinations of active substances and
their cumulative and possible aggregate and
synergistic effects on human health, MRLs should be
set after consultation of the European Food Safety
Authority established by Regulation (EC) No
178/ 2002 of the European Parliament and of the
Council of 28 January 2002 laying down the general
principles and requirements of food law, establishing
the European Food Safety Authority and laying
down procedures in matters of food safety 2
(hereinafter the Authority).

(7)

Directive 91/ 414/ EEC provides that Member
States, when issuing authorisations, are to prescribe

1

OJ L 230, 19.8.1991, p. 1. Directive as last amended by
Commission Directive 2004/ 99/ EC (OJ L 309, 6.10.2004, p.
6).
OJ L 31, 1.2.2002, p. 1. Regulation as amended by
Regulation (EC) No 1642/ 2003 (OJ L 245, 29.9.2003, p. 4).

2

that plant protection products be used properly.
Proper use includes the application of the prin- ciples
of good agricultural practice as well as the principles
of integrated control. Where the MRLs arising from
an authorised use of a pesticide under Directive
91/ 414/ EEC present a risk to the consumer, such
use should be revised to decrease the levels of
pesticide residues. The Community should
encourage the use of methods or products favouring
a reduction in risk, and the use of amounts of
pesticides at levels consistent with efficient pest
control.
(8)

A number of active substances are banned under
Council Directive 79/ 117/ EEC of 21 December
1978 prohibiting the placing on the market and use
of plant protection products containing certain active
substances 3 . At the same time, many other active
substances are not currently authorised under
Directive 91/ 414/ EEC. The residues of active
substances in products of plant and animal origin
arising from unauthorised use or from environmental
contamination or from use in third countries should
be carefully controlled and monitored.

(9)

The basic rules with regard to food and feed law are
laid down in Regulation (EC) No 178/ 2002.

(10) In addition to those basic rules, more specific rules
are needed to ensure the effective functioning of the
internal market and trade with third countries in
relation to fresh, processed and/ or composite plant
and animal products intended for human
consumption or animal feed in which pesticide
residues may be present, whilst providing the basis
for securing a high level of protection for human and
animal health and the interests of consumers. Such
rules should include the establishment of specific
MRLs for each pesticide in food and feed products
and the quality of the data underlying these MRLs.
(11) Notwithstanding the fact that the principles of the
general food law laid down in Regulation (EC) No
178/ 2002 apply only to feed for food- producing
animals, in view of the difficulty of segregating
products to be used as feed intended for animals
which are not destined for food production and in
order to facilitate the control and the enforcement of
the provisions of this Regulation, it is appropriate to
apply them also to feed which is not intended for
food-producing animals. However, this Regulation
should not be an obstacle to the tests which are
necessary in order to assess pesticides.

3

OJ L 33, 8.2.1979, p. 36. Directive as last amended by
Regulation (EC) No 850/ 2004 of the European Parliament
and of the Council (OJ L 158, 30.4.2004, p. 7. Regulation as
corrected in OJ L 229, 29.6.2004, p. 5).
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(12) Directive 91/ 414/ EEC lays down basic rules with
respect to the use and placing on the market of plant
protection products. In particular the use of those
products should have no harmful effects on humans
or on animals. Pesticide residues resulting from uses
of plant protection products may have harmful
effects on the health of consumers. It is therefore
appropriate that rules for MRLs for products
intended for human consumption be defined that are
linked to the authorisation for use of plant protection
products as defined under Directive 91/ 414/ EEC.
Similarly that Directive needs to be adapted in order
to take into account the Community procedure for
the establishment of MRLs under this Regulation.
Pursuant to that Directive, a Member State may be
designated as rapporteur for the evaluation of an
active substance. It is appropriate to use the expertise
in that Member State for the purposes of this
Regulation.
(13) It is appropriate that specific rules concerning the
control of pesticide residues be introduced to
complement the general Community provisions on
the control of food and feed.
(14) Whilst considering MRLs of pesticides, it should also
be recognised that few consumers are aware of the
risks arising from pesticides. It would be valuable to
fully explain such risks to the public.
(15) Member States should look into the possibility of
publishing the names of companies whose products
contain higher pesticide residues than the maximum
permitted levels.
(16) Specific rules for animal feed including marketing,
storage of feed and feeding of animals are provided
for in Directive 2002/ 32/ EC of the European
Parliament and of the Council of 7 May 2002 on
undesirable substances in animal feed1. For certain
products it is not possible to determine whether they
will be transformed into food or animal feed.
Therefore the pesticide residues in such products
should be safe both for human and, where relevant,
for animal consumption. Accordingly it is
appropriate that the rules set out in this Regulation
also apply to those products in addition to the specific
rules for animal nutrition.
(17) It is necessary to define at Community level certain
terms used for the setting, control and reporting on
controls of MRLs for products of plant and animal
origin. It is important that the Member States apply
proper sanctions in accordance with Regulation (EC)
No 882/ 2004 of the European Parliament and of the
Council of 29 April 2004 on official controls
1

OJ L 140, 30.5.2002, p. 10. Directive as last amended by
Commission Directive 2003/ 100/ EC (OJ L 285, 1.11.2003, p. 33).
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performed to ensure the verification of compliance
with feed and food law, animal health and animal
welfare rules2.
(18) Directive 76/ 895/ EEC provides that Member
States may authorise higher levels of MRLs than are
currently authorised at Community level. That
possibility should cease to exist as, in view of the
internal market, it could create obstacles to intraCommunity trade.
(19) The determination of MRLs for pesticides requires
lengthy technical consideration and includes an
assessment of potential risks to consumers.
Therefore, MRLs cannot be set immediately for the
residues of pesticides currently regulated by Directive
76/ 895/ EEC or for pesticides for which Community
MRLs have not yet been set.
(20) It is appropriate that the minimum data
requirements to be used when considering the setting
of MRLs for pesticides be laid down at Community
level.
(21) In exceptional circumstances and in particular for
unauthorised pesticides that may be present in the
environment, it is appropriate to permit the use of
monitoring data in setting MRLs.
(22) MRLs for pesticides should be continually monitored
and should be changed to take account of new
information and data. MRLs should be set at the
lower level of analytical determination where
authorised uses of plant protection products do not
result in detectable levels of pesticide residues. Where
uses of pesticides are not authorised at Community
level, MRLs should be set at an appropriately low
level to protect the consumer from the intake of
unauthorised or excessive levels of pesticides
residues. In order to facilitate control of residues of
pesticides, a default value is to be set for pesticide
residues present in products or groups of products
covered by Annex I for which no MRLs have been
established in Annexes II or III, unless the active
substance in question is listed in Annex IV. It is
appropriate to set the default value at 0,01 mg/ kg
and to provide for the possibility of setting it at a
different level for active substances covered by
Annex V, taking into account the routine analytical
methods available and/ or consumer protection.
(23) Regulation (EC) No 178/ 2002 establishes
procedures for taking emergency measures in
relation to food and feed of Community origin or
imported from a third country. Those procedures
allow the Commission to adopt such measures in
2

OJ L 165, 30.4.2004, p. 1. Regulation as corrected in OJ L 191,
28.5.2004, p. 1.
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situations where food is likely to constitute a serious
risk to human health, animal health or the
environment and where such risk cannot be
contained satisfactorily by measures taken by the
Member State(s) concerned. It is appropriate that
these measures and their effect on humans and,
where relevant, animals be assessed by the Authority.
(24) The lifetime exposure, and where appropriate the
acute exposure of consumers to pesticide residues via
food products should be evaluated in accordance
with Community procedures and practices, taking
account of guidelines published by the World Health
Organisation.
(25) Through the World Trade Organisation, the
Community's trading partners should be consulted
about the MRLs proposed, and their observations
should be taken into account before the MRLs are
adopted. MRLs set at the international level by the
Codex Alimentarius Commission should also be
considered when Community MRLs are being set,
taking into account the corresponding good
agricultural practices.
(26) For food and feed produced outside the Community,
different agricultural practices as regards the use of
plant protection products may be legally applied,
sometimes resulting in pesticide residues differing
from those resulting from uses legally applied in the
Community. It is therefore appropriate that MRLs
are set for imported products that take these uses and
the resulting residues into account provided that the
safety of the products can be demonstrated using the
same criteria as for domestic produce.
(27) It is necessary that the Authority assess MRL
applications and evaluation reports prepared by the
Member States, taking into account the full range of
toxicological effects such as immunotoxicity,
endocrine disruption and developmental toxicity,
with a view to determining the associated risks to
consumers and, where relevant, to animals.
(28) Member States should lay down rules on sanctions
applicable to infringements of this Regulation and
ensure that they are implemented. Those sanctions
are to be effective, proportionate and dissuasive.
(29) The development of a Community-harmonised
system for MRLs entails the development of
guidelines, databases and other activities with
associated costs. It is appropriate for the Community
in certain cases to make a contribution to those costs.
(30) It is good administrative practice and technically
desirable to coordinate the timing of decisions on
1

OJ L 184, 17.7.1999, p. 23.

MRLs for active substances with decisions taken for
those substances under Directive 91/ 414/ EEC. For
many substances for which Community MRLs have
not yet been set, decisions are not due to be taken
under that Directive before the date of entry into
force of this Regulation.
(31) It is therefore necessary to adopt separate rules
providing for temporary but mandatory harmonised
MRLs, with a view to setting MRLs progressively as
decisions are taken on individual active substances as
part of the evaluations under Directive
91/ 414/ EEC. Such temporary harmonised MRLs
should be based, in particular, on existing national
MRLs established by the Member States and should
respect the national arrangements by which they
were established, provided that the MRLs do not
present an unacceptable risk to consumers.
(32) Following the inclusion of existing active substances
in Annex I to Directive 91/ 414/ EEC, Member
States are to re- evaluate each plant protection
product containing those active substances within
four years of the date of inclusion. The MRLs
concerned should be retained for a period of up to
four years to provide for continuity of authorisations
and, on completion of re- evaluation, should be made
definitive if they are supported by dossiers which
satisfy Annex III to Directive 91/ 414/ EEC, or be set
to a default level if they are not so supported.
(33) This Regulation establishes MRLs for the control of
pesticide residues in food and feed. It is therefore
appropriate that Member States establish national
programmes to control these residues. The results of
the national control programmes are to be submitted
to the Commission, the Authority and the other
Member States and included in the Community
annual report.
(34) To ensure that consumers are kept adequately
informed, Member States should, in accordance with
Regulation (EC) No 882/ 2004, publish the results of
national monitoring residues annually on the
Internet, providing all individual data, including the
place of collection and the names of retailers, traders
and/ or producers.
(35) The measures necessary for the implementation of
this Regulation should be adopted in accordance
with Council Decision 1999/ 468/ EC of 28 June
1999 laying down the procedures for the exercise of
implementing powers conferred on the Commission 1.
(36) In accordance with the principle of proportionality,
it is necessary and appropriate for the achievement
of the basic objectives of facilitating trade whilst
protecting the consumer to lay down rules on MRLs
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for products of plant and animal origin. This Regulation does not go beyond what is necessary in order
to achieve the objectives pursued in accordance with
the third paragraph of Article 5 of the Treaty,

4.
This Regulation shall apply without prejudice to
Directives 98/ 8/ E 1 , 2002/ 32/ EC and Regulation (EEC)
No 2377/ 90 2.
Article 3

HAVE ADOPTED THIS REGULATION:
CHAPTER I
SUBJECT MATTER, SCOPE AND DEFINITIONS
Article 1
Subject matter
This Regulation establishes, in accordance with the general
principles laid down in Regulation (EC) No 178/ 2002, in
particular the need to ensure a high level of consumer
protection and harmonised Community provisions relating
to maximum levels of pesticide residues in or on food and
feed of plant and animal origin.
Article 2
Scope
1.
This Regulation shall apply to products of plant and
animal origin or parts thereof covered by Annex I to be
used as fresh, processed and/ or composite food or feed in
or on which pesticide residues may be present.
2.
This Regulation shall not apply to the products
covered by Annex I where it may be established by
appropriate evidence that they are intended for:
(a) manufacture of products other than food or feed; or
(b) sowing or planting; or
(c) activities authorised by national law for the testing of
active substances.
3.
Maximum residue levels for pesticides set in
accordance with this Regulation shall not apply to products
covered by Annex I intended for export to third countries
and treated before export, where it has been established by
appropriate evidence that the third country of destination
requires or agrees with that particular treatment in order to
prevent the introduction of harmful organisms into its
territory.

177

Definitions
1.
For the purpose of this Regulation, the definitions in
Regulation (EC) No 178/ 2002, and the definitions in
Article 2, points 1 and 4 of Directive 91/ 414/ EEC shall
apply.
2.

The following definitions shall also apply:

(a) ‘good agricultural practice’ (GAP) means the nationally
recommended, authorised or registered safe use of
plant protection products under actual conditions at
any stage of production, storage, transport, distribution
and processing of food and feed. It also implies the
application,
in
conformity
with
Directive
91/ 414/ EEC, of the principles of integrated pest
control in a given climate zone, as well as using the
minimum quantity of pesticides and setting
MRLs/ temporary MRLs at the lowest level which
allows the desired effect to be obtained;
(b) ‘critical GAP’ means the GAP, where there is more
than one GAP for an active substance/ product
combination, which gives rise to the highest acceptable
level of pesticide residue in a treated crop and is the
basis for establishing the MRL;
(c) ‘pesticide residues’ means residues, including active
substances, metabolites and/ or breakdown or reaction
products of active substances currently or formerly
used in plant protection products as defined in Article
2, point 1 of Directive 91/ 414/ EEC, which are present
in or on the products covered by Annex I to this
Regulation, including in particular those which may
arise as a result of use in plant protection, in veterinary
medicine and as a biocide;
(d) ‘maximum residue level’ (MRL) means the upper legal
level of a concentration for a pesticide residue in or on
food or feed set in accordance with this Regulation,
based on good agricultural practice and the lowest
consumer exposure necessary to protect vulnerable
consumers;
(e) ‘CXL’ means an MRL set by the Codex Alimentarius
Commission;

1

2

Directive 98/ 8/ EC of the European Parliament and of the Council
of 16 February 1998 concerning the placing of biocidal products
on the market (OJ L 123, 24.4.1998, p. 1). Directive as amended
by Regulation (EC) No 1882/ 2003 (OJ L 284, 31.10.2003, p. 1).
Council Regulation (EEC) No 2377/ 90 of 26 June 1990 laying
down a Community procedure for the establishment of maximum

residue limits of veterinary medicinal products in foodstuffs of
animal origin (OJ L 224, 18.8.1990, p. 1). Regulation as last
amended by Commission Regulation (EC) No 1875/ 2004 (OJ L
326, 29.10.2004, p. 19).
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(f) ‘limit of determination’ (LOD) means the validated
lowest residue concentration which can be quantified
and reported by routine monitoring with validated
control methods;
(g) ‘import tolerance’ means an MRL set for imported
products to meet the needs of international trade
where:
the use of the active substance in a plant protection
product on a given product is not authorised in the
Community for reasons other than public health
reasons for the specific product and specific use; or
a different level is appropriate because the existing
Community MRL was set for reasons other than
public health reasons for the specific product and
specific use;
(h) ‘proficiency test’ means a comparative test in which
several laboratories perform analyses on identical
samples, allowing an evaluation of the quality of the
analysis performed by each laboratory;

far as possible be set for a group of similar or related
products.
2.
Annex I shall be first established within three months
from the entry into force of this Regulation and shall be
revised when appropriate, in particular, at the request of a
Member State.
Article 5
Es tablishment of a list of active substances for
which no MRLs are required 1
1.
Active substances of plant protection products
evaluated under Directive 91/ 414/ EEC for which no
MRLs are required shall be defined and listed in Annex IV
to this Regulation, taking into account the uses of those
active substances and the matters referred to in points (a),
(c) and (d) of Article 14(2). Those measures, designed to
amend non-essential elements of this Regulation, shall be
adopted in accordance with the regulatory procedure with
scrutiny referred to in Article 45(4).
2.
Annex IV shall be first established within 12 months
from the entry into force of this Regulation.

(i) ‘acute reference dose’ means the estimate of the
amount of substance in food, expressed on a body
weight basis, that can be ingested over a short period of
time, usually during one day, without appreciable risk
to the consumer on the basis of the data produced by
appropriate studies and taking into account sensitive
groups within the population (e.g. children and the
unborn);
(j) ‘acceptable daily intake’ means the estimate of the
amount of substances in food expressed on a body
weight basis, that can be ingested daily over a lifetime,
without appreciable risk to any consumer on the basis
of all known facts at the time of evaluation, taking into
account sensitive groups within the population (e.g.
children and the unborn).
Article 4
List of groups of pr oducts for which har monised
MRLs s hall apply
1.
The products, product groups and/ or parts of
products referred to in Article 2(1) to which harmonised
MRLs shall apply shall be defined in and covered by Annex
I. That measure, designed to amend non- essential
elements of this Regulation, shall be adopted in accordance
with the regulatory procedure with scrutiny referred to in
Article 45(3). Annex I shall include all products for which
MRLs are set, as well as the other products for which it is
appropriate to apply harmonised MRLs, in particular in
view of their relevance in the diet of consumers or in trade.
Products shall be grouped in such a way that MRLs may as

1

NOTE: see Guidance Document SANCO/ 11188/ 2013

CHAPTER II
PROCEDURE FOR APPLICATIONS FOR MRLS 2
SECTION 1
Submission of applications for MRLs
Article 6
Applications
1.
Where a Member State envisages granting an
authorisation or a provisional authorisation for the use of a
plant protection product in accordance with Directive
91/ 414/ EEC, that Member State shall consider whether,
as a result of such use, an existing MRL set out in Annex II
or III to this Regulation needs to be modified, whether it is
necessary to set a new MRL, or whether the active
substance should be included in Annex IV. If necessary it
shall require the party requesting the authorisation to
submit an application in accordance with Article 7.
2.
All parties demonstrating, through adequate
evidence, a legitimate interest in health, including civil
society organisations, as well as commercially interested
parties such as manufacturers, growers, importers and
producers of products covered by Annex I may also submit
an application to a Member State in accordance with
Article 7.
3.
Where a Member State considers that the setting,
modification or deletion of an MRL is necessary, that
Member State may also compile and evaluate an
2

NOTE: see Guidance Document SANTE/ 2015/ 10595
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application for setting, modifying, or deleting the MRL in
accordance with Article 7.

the Member State. In no event may this period exceed two
years.

4.
Applications for import tolerances shall be submitted
to rapporteur Member States designated pursuant to
Directive 91/ 414/ EEC or, if no such rapporteur has been
designated, applications shall be made to Member States
designated by the Commission in accordance with the
procedure referred to in Article 45(2) of this Regulation at
the request of the applicant. Such applications shall be
made in accordance with Article 7 of this Regulation.

Article 8

Article 7
Requirements relating to applications for MRLs
1.
The applicant shall include in an application for an
MRL the following particulars and documents:
(a) the name and address of the applicant;
(b) a presentation of the application dossier including:
(i) a summary of the application;
(ii) the main substantive arguments;
(iii) an index of the documentation;
(iv) a copy of the relevant GAP applying to the specific
use of that active substance;
(c) a comprehensive overview of relevant concerns raised
in the available scientific literature about the plant
protection product and/ or its residue;
(d) the data listed in Annexes II and III to Directive
91/ 414/ EEC relating to data requirements for the
setting of MRLs for pesticides including, where
appropriate, toxicological data and data on routine
analytical methods for use in control laboratories, as
well as plant and animal metabolism data.
However, where relevant data are already publicly
available, in particular when an active substance has
already been evaluated under Directive 91/ 414/ EEC or
when a CXL exists and such data are submitted by the
applicant, a Member State may also use such information
in evaluating an application. In such cases, the evaluation
report shall include a justification for using or not using
such data.

Evaluation of applications 1
1.
A Member State to which an application complying
with Article 7 is submitted pursuant to Article 6 shall
immediately forward a copy to the Authority and the
Commission and draw up an evaluation report 2 without
undue delay.
2.
Applications shall be evaluated in accordance with
the relevant provisions of the Uniform Principles for the
Evaluation and Authorisation of Plant Protection Products
set out in Annex VI to Directive 91/ 414/ EEC or specific
evaluation principles to be laid down in a Commission
regulation. That regulation, designed to amend nonessential elements of this Regulation by supplementing it,
shall be adopted in accordance with the regulatory
procedure with scrutiny referred to in Article 45(3).
3.
By way of derogation from paragraph 1 and by
agreement between the Member States concerned,
evaluation of the application may be carried out by the
rapporteur Member State designated pursuant to Directive
91/ 414/ EEC for that active substance.
4.
Where a Member State encounters difficulties in
evaluating an application or in order to avoid duplication
of work, it may be decided in accordance with the
procedure referred to in Article 45(2) which Member State
shall evaluate particular applications.
Article 9
Submission of evaluated applications to the
Commission and the Authority
1.
After completion of the evaluation report, the
Member State shall forward it to the Commission. The
Commission shall without delay inform the Member States
and forward the application, the evaluation report and the
supporting dossier to the Authority.
2.
The Authority shall acknowledge in writing receipt
of the appli- cation to the applicant, the evaluating Member
State and the Commission without delay. The
acknowledgement shall state the date of receipt of the
application and the accompanying documents

2.
The evaluating Member State may, where
appropriate, request the applicant to provide
supplementary information in addition to information
required under paragraph 1 within a time limit specified by
1

NOTE: see also Guidance Document SANTE/ 2015/ 10595 (MRL setting
procedures)

2

NOTE: see also under Guidance Documents: 2015 (no document code),
Template Evaluation Report for MRL application under Art. 8.
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SECTION 2
Consideration of applications concerning MRLs by the
authority

be suspended until that information has been provided.
Such suspensions are subject to Article 13.
Article 12

Article 10

Assess ment of existing MRLs by the Authority 2

The Authority's opinion on applications concerning
MRLs

1.
The Authority shall, within a period of 12 months
from the date of the inclusion or non-inclusion of an active
substance in Annex I to Directive 91/ 414/ EEC after the
entry into force of this Regulation, submit a reasoned
opinion based in particular on the relevant assessment
report prepared under Directive 91/ 414/ EEC to the
Commission and the Member States on:

1.
The Authority shall assess the applications and the
evaluation reports and give a reasoned opinion on, in
particular, the risks to the consumer and where relevant to
animals associated with the setting, modification or deletion
of an MRL. That opinion shall include:
(a) an assessment of whether the analytical method for
routine moni- toring proposed in the application is
appropriate for the intended control purposes;
(b) the anticipated LOD for the pesticide/ product
combination;
(c) an assessment of the risks of the acceptable daily intake
or acute reference dose being exceeded as a result of
the modification of the MRL; the contribution to the
intake due to the residues in the product for which the
MRLs was requested;
(d) any other element relevant to the risk assessment. 1
2.
The Authority shall forward its reasoned opinion to
the applicant, the Commission and the Member States.
The reasoned opinion shall clearly define the basis for each
conclusion reached.

(a) existing MRLs for that active substance set out in
Annex II or III to this Regulation;
(b) the necessity of setting new MRLs for that active
substance, or its inclusion in Annex IV to this
Regulation;
(c) specific processing factors as referred to in Article 20(2)
of this Regulation that may be needed for that active
substance;
(d) MRLs which the Commission may consider including
in Annex II and/ or Annex III to this Regulation and
on those MRLs which may be deleted related to that
active substance.
2.
For substances included in Annex I to Directive
91/ 414/ EEC before the entry into force of this Regulation,
the reasoned opinion referred to in paragraph 1 of this
Article shall be delivered within 12 months of the entry into
force of this Regulation.
Article 13

3.
Without prejudice to Article 39 of Regulation (EC)
No 178/ 2002, the Authority shall make its reasoned
opinion public.
Article 11
Time limits for the Authority's opinion on
applications concer ning MRLs
1.
The Authority shall give its reasoned opinion as
provided for in Article 10 as soon as possible and at the
latest within three months from the date of receipt of the
application.
In exceptional cases where more detailed evaluations need
to be carried out, the time limit laid down in the first
subparagraph may be extended to six months from the date
of receipt of the valid application.

Administrative review
Any decision taken under, or failure to exercise, the powers
vested in the Authority by this Regulation may be reviewed
by the Commission on its own initiative or in response to a
request from a Member State or from any person directly
and individually concerned.
For that purpose, a request shall be submitted to the
Commission within two months after the day on which the
party concerned became aware of the act or omission in
question.
The Commission shall take a decision within two months
requiring, if appropriate, the Authority to withdraw its
decision or to remedy its failure to act within a set timelimit.

2.
Where the Authority requests supplementary
information, the time limit laid down in paragraph 1 shall
1

EDITOR’S NOTE: see also EFSA Scientific Report on uncertainty
analysis, 4906 of 27.07.2017

2

NOTE: see also EFSA’s “Overview of the MRL review progress under Article
12 of Regulation (EC) No 396/ 2005” on http:/ / www.efsa.europa.eu/
en/ science/ pesticides
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SECTION 3

Article 15

Setting, modifying or deletion of MRLs

Inclusion of new or modified MRLs in Annexes II
and III

Article 14
Decisions on applications concer ning MRLs
1.
Upon receipt of the opinion of the Authority and
taking account of that opinion, one of the following shall be
prepared by the Commission without delay and at the latest
within three months:
(a) a regulation on the setting, modification or deletion of
an MRL. That regulation, designed to amend nonessential elements of this Regulation, shall be adopted
in accordance with the regulatory procedure with
scrutiny referred to in Article 45(4). On imperative
grounds of urgency, the Commission may have
recourse to the urgency procedure referred to in Article
45(5) in order to ensure a high level of consumer
protection;
(b) a decision rejecting the application, which shall be
adopted in accordance with the regulatory procedure
referred to in Article 45(2).
2.
With regard to the acts referred to in paragraph 1,
account shall be taken of:
(a) the scientific and technical knowledge available;
(b) the possible presence of pesticide residues arising from
sources other than current plant protection uses of
active substances, and their known cumulative and
synergistic effects, when the methods to assess such
effects are available;
(c) the results of an assessment of any potential risks to
consumers with a high intake and high vulnerability
and, where appropriate, to animals;
(d) the results of any evaluations and decisions to modify
the uses of plant protection products;
(e) a CXL or a GAP implemented in a third country for
the legal use of an active substance in that country;
(f) other legitimate factors relevant to the matter under
consideration.
3.
The Commission may request at any time that
supplementary information be provided by the applicant or
by the Authority. The Commission shall make available
any supplementary information received to the Member
States and the Authority.

1.

The Regulation referred in Article 14(1) shall:

(a) set new or modified MRLs and list them in Annex II to
this Regu- lation where the active substances have been
included in Annex I to Directive 91/ 414/ EEC; or
(b) where the active substances have not been included in
Annex I to Directive 91/ 414/ EEC and where they are
not included in Annex II to this Regulation, set or
modify temporary MRLs and list them in Annex III to
this Regulation; or
(c) in the cases mentioned in Article 16, set temporary
MRLs and list them in Annex III to this Regulation.
2.
Where a temporary MRL is set as provided for in
paragraph 1(b), it shall be deleted from Annex III by a
regulation one year after the date of the inclusion or noninclusion in Annex I to Directive 91/ 414/ EEC of the active
substance concerned. That regulation, designed to amend
non- essential elements of this Regulation, shall be adopted
in accordance with the regulatory procedure with scrutiny
referred to in Article 45(4). On imperative grounds of
urgency, the Commission may have recourse to the
urgency procedure referred to in Article 45(5) in order to
ensure a high level of consumer protection.
However, where one or more Member States so request,
the temporary MRL may be maintained for an additional
year pending confirmation that any scientific studies
necessary for supporting an application for setting a MRL
have been undertaken. In cases where such confirmation is
provided, the temporary MRL shall be maintained for a
further two years, provided that no unacceptable safety
concerns for consumers have been identified.
Article 16
Procedure for setting temporary MRLs in certain
circumstances
1.
The Regulation referred to in Article 14(1) may also
set a temporary MRL to be included in Annex III in the
following circumstances:
(a) in exceptional cases, in particular where pesticide
residues may arise as a result of environmental or other
contamination or from uses of plant protection
products pursuant to Article 8(4) of Directive
91/ 414/ EEC; or
(b) where the products concerned constitute a minor
component of the diet of consumers, and do not
constitute a major part of the diet of relevant
subgroups, and, where relevant, of animals; or
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(c) for honey; or
(d) for herbal infusions; or
(e) where essential uses of plant protection products have
been identified by a Decision to delete an active
substance from, or not to include an active substance
in, Annex I to Directive 91/ 414/ EEC; or
(f) where new products, product groups and/ or parts of
products have been included in Annex I, and one or
more Member States so request, in order to allow any
scientific studies necessary for supporting an MRL to
be undertaken and evaluated, provided that no
unacceptable safety concerns for the consumer have
been identified.
2.
The inclusion of temporary MRLs as referred to in
paragraph 1 shall be based on the opinion of the Authority,
monitoring data and an assessment demonstrating that
there are no unacceptable risks to consumers or animals.
The continued validity of the temporary MRLs referred to
in paragraphs 1(a), (b), (c) and (d) shall be reassessed at least
once every 10 years and any such MRLs shall be modified
or deleted as appropriate.
The MRLs referred to in paragraph 1(e) shall be reassessed
at the expiry of the period for which the essential use was
authorised. The MRLs referred to in paragraph 1(f) shall
be reassessed when the scientific studies have been
completed and evaluated, but no later than four years after
their inclusion in Annex III.
Article 17
Modifications of MRLs following revocation of
authorisations of plant protection products
Amendments to Annexes II or III needed to delete an MRL
following the revocation of an existing authorisation for a
plant protection product may be adopted without seeking
the opinion of the Authority.
CHAPTER III
MRLS APPLICABLE TO PRODUCTS OF PLANT AND
ANIMAL ORIGIN

substances not listed in Annex IV unless different
default values are fixed for an active substance while
taking into account the routine analytical methods
available. Such default values shall be listed in Annex
V. That measure, designed to amend non-essential
elements of this Regulation, shall be adopted in
accordance with the regulatory procedure with
scrutiny referred to in Article 45(4). On imperative
grounds of urgency, the Commission may have
recourse to the urgency procedure referred to in Article
45(5) in order to ensure a high level of consumer
protection.
2.
Member States may not prohibit or impede the
placing on the market or the feeding to food-producing
animals within their territories of the products covered by
Annex I on the grounds that they contain pesticide residues
provided that:
(a) such products comply with paragraph 1 and Article 20;
or
(b) the active substance is listed in Annex IV.
3.
By way of derogation from paragraph 1, Member
States may authorise, further to a post-harvest treatment
with a fumigant on their own territory, residue levels for an
active substance which exceed the limits specified in
Annexes II and III for a product covered by Annex I where
the active substance/ product combinations are listed in
Annex VII provided that:
(a) such products are not intended for immediate
consumption;
(b) appropriate controls are in place to ensure that such
products cannot be made available to the end user or
consumer, if they are supplied directly to the latter,
until the residues no longer exceed the maximum levels
specified in Annexes II or III;
(c) the other Member States and the Commission have
been informed of the measures taken.
Measures designed to amend non-essential elements of this
Regulation and defining the active substance/ product
combinations listed in Annex VII shall be adopted in
accordance with the regulatory procedure with scrutiny
referred to in Article 45(3).

ARTICLE 18
COMPLIANCE WITH MRLS
1.
The products covered by Annex I shall not contain,
from the time they are placed on the market as food or feed,
or fed to animals, any pesticide residue exceeding:
(a) the MRLs for those products set out in Annexes II and
III;
(b) 0,01 mg/ kg for those products for which no specific
MRL is set out in Annexes II or III, or for active

4.
In exceptional circumstances, and in particular
further to the use of plant protection products in
accordance with Article 8(4) of Directive 91/ 414/ EEC or

MRL Regulation 396/ 2005

pursuant to obligations set out in Directive 2000/ 29/ EC 1,
a Member State may authorise the placing on the market
and/ or the feeding to animals within its territory of treated
food or feed not complying with paragraph 1, provided that
such food or feed does not constitute an unacceptable risk.
Such authorisations shall immediately be notified to the
other Member States, the Commission and the Authority,
together with an appropriate risk assessment for
consideration without undue delay with a view to setting a
temporary MRL for a specified period or taking any other
necessary measure in relation to such products. Those
measures, designed to amend non- essential elements of this
Regulation by supplementing it, shall be adopted in
accordance with the regulatory procedure with scrutiny
referred to in Article 45(4). On imperative grounds of
urgency, the Commission may have recourse to the
urgency procedure referred to in Article 45(5) in order to
ensure a high level of consumer protection.
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CHAPTER IV
SPECIAL PROVISIONS RELATING TO THE
INCORPORATION OF EXISTING MRLS INTO THIS
REGULATION
Article 21
First establishment of MRLs
1.
MRLs for products covered by Annex I shall be first
established and listed in Annex II, incorporating the MRLs
provided for under Directives 86/ 362/ EEC, 86/ 363/ EEC
and 90/ 642/ EEC, taking into account the criteria listed in
Article 14(2) of this Regulation. Those measures, designed
to amend non- essential elements of this Regulation, shall
be adopted in accordance with the regulatory procedure
with scrutiny referred to in Article 45(3).

Article 19

2.
Annex II shall be established within 12 months from
the entry into force of this Regulation.

Prohibition concerning pr oces sed and/ or
composite products

Article 22

The processing, and/ or mixing for dilution purposes with
the same or other products, of the products covered by
Annex I not complying with Articles 18(1) or 20 with a view
to placing them on the market as food or feed or feeding
them to animals shall be prohibited.
Article 20
MRLs applicable to processed and/ or composite
products
1.
Where MRLs are not set out in Annexes II or III for
processed and/ or composite food or feed, the MRLs
applicable shall be those provided in Article 18(1) for the
relevant product covered by Annex I, taking into account
changes in the levels of pesticide residues caused by
processing and/ or mixing.
2.
Specific concentration or dilution factors for certain
processing and/ or mixing operations or for certain
processed and/ or composite products may be included in
the list in Annex VI. That measure, designed to amend
non-essential elements of this Regulation, shall be adopted
in accordance with the regulatory procedure with scrutiny
referred to in Article 45(3).

First establishment of temporary MRLs
1.
Temporary MRLs for active substances for which a
decision on inclusion or non- inclusion in Annex I to
Directive 91/ 414/ EEC has not yet been taken shall be first
established and listed in Annex III to this Regulation, unless
already listed in Annex II, taking into account the
information provided by the Member States, where
relevant the reasoned opinion referred to in Article 24, the
factors referred to in Article 14(2) and the following MRLs:
(a) remaining MRLs in
76/ 895/ EEC; and

the Annex to

Directive

(b) hitherto unharmonised national MRLs.
Those measures, designed to amend non-essential elements
of this Regulation, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
45(3).
2.
Annex III shall be established within 12 months from
the entry into force of this Regulation in accordance with
Articles 23, 24 and 25.
Article 23
Infor mation to be provided by the Member States
on national MRLs
Where an active substance is not yet included in Annex I to
Directive 91/ 414/ EEC and where a Member State has set,

1

Council Directive 2000/ 29/ EC of 8 May 2000 on protective
measures against the introduction into the Community of
organisms harmful to plants or plant products and against their

spread within the Community (OJ L 169, 10.7.2000, p. 1).
Directive as last amended by Commission Directive 2007/ 41/ EC
(OJ L 169, 29.6.2007, p. 51).
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by the date of entry into force of Annex I to this Regulation
at the latest, a national MRL for that active substance for a
product covered by Annex I to this Regulation, or has
decided that no MRL is required for that active substance,
the Member State concerned shall notify the Commission,
in a format and by a date to be established in accordance
with the procedure referred to in Article 45(2), of the
national MRL, or the fact that no MRL is required for an
active substance, and where relevant and at the request of
the Commission:

(b) where the critical GAP is applied in the Member State
and, where available, summary data on supervised
trials and/ or monitoring data;
(c) the acceptable daily intake and, if relevant, the acute
reference dose used for the national risk assessment, as
well as the outcome of the assessment.
Article 24
Opinion of the Authority on data underlying
national MRLs
1.
The Authority shall provide a reasoned opinion to
the Commission potential risks to consumer health arising
from:
(a) temporary MRLs that may be included in Annex III;
(b) active substances that may be included in Annex IV.
2.
In preparing the reasoned opinion referred to in
paragraph 1, the Authority shall take into account the
scientific and technical knowledge available, and in
particular, information provided by the Member States as
required by Article 23.
Article 25
Setting of temporar y MRLs
Taking into account the opinion of the Authority, if such
an opinion is necessary, temporary MRLs for active
substances referred to in Article 23 may be set and listed in
Annex III pursuant to Article 22(1) or, as appropriate, the
active substance may be included in Annex IV pursuant to
Article 5(1). Temporary MRLs shall be set at the lowest
level that can be achieved in all Member States on the basis
of good agricultural practice.

2

OFFICIAL CONTROLS, REPORTS AND SANCTIONS
SECTION 1
Official controls of MRLs
Article 261
(NOTE: deleted, but to be applied until 14.12.22)
Official controls

(a) the GAP;

1

CHAPTER V

EDITOR’s note: Article 26, 27, 28(1) and (2), and 30 are deleted
by Regulation 2017/ 625 (Official Controls Regulation) of
15.03.17.
Ar t . 26, 27(1) a nd 30 cont inue t o a pply unt il 14. 12. 22 .
Council Directive 96/ 23/ EC of 29 April 1996 on measures to
monitor certain substances and residues thereof in live animals and
animal products and repealing Directives 85/ 358/ EEC and

1.
Without prejudice to Directive 96/ 23/ EC 2 , Member
States shall carry out official controls on pesticide residues
in order to enforce compliance with this Regulation, in
accordance with the relevant provisions of Community law
relating to official controls for food and feed.
2.
Such controls on pesticide residues shall, in
particular, consist of sampling and subsequent analysis of
the samples and identification of the pesticides present and
their respective residue levels. Such controls shall also be
carried out at the point of supply to the consumer.
Article 273
(NOTE: deleted, but to be applied until 14.12.22)
Sampling
3.
Each Member State shall take a sufficient number
and range of samples to ensure that the results are
representative of the market, taking into account the results
of previous control programmes. Such sampling shall be
carried out as close to the point of supply as is reasonable,
to allow for any subsequent enforcement action to be taken.
Article 28
Methods of analysis
1.
The methods of analysis of pesticide residues shall
comply with the criteria set out in the relevant provisions of
Community law relating to official controls for food and
feed.
2.
Technical guidelines dealing with the specific
validation criteria and quality control procedures in
relation to methods of analysis for the determination of
pesticide residues may be adopted in accordance with the
procedure referred to in Article 45(2).
3.
All laboratories analysing samples for the official
controls on pesticide residues shall participate in the
86/ 469/ EEC and Decisions 89/ 187/ EEC and 91/ 664/ EEC (OJ
L 125, 23.5.1996, p. 10). Directive as last amended by Regulation
(EC) No 882/ 2004.
3 EDITOR’s note: Article 26, 27, 28(1) and (2), and 30 are deleted by
Regulation 2017/ 625 (Official Controls Regulation) of 15.03.17.
Ar t . 26, 27(1) a nd 30 cont inue t o a pply unt il 14. 12. 22 .
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Community proficiency tests for pesticide residues
organised by the Commission..

(i) the pesticide- product combinations to be selected;

SECTION 2

(ii) the number of samples taken for domestic and nondomestic products respectively;

Community control programme
Article 29
Community control programme
1.
The Commission shall prepare a coordinated
multiannual Community control programme, identifying
specific samples to be included in the national control
programmes and taking into account problems that have
been identified regarding compliance with the MRLs set
out in this Regulation, with a view to assessing consumer
exposure and the application of current legislation.
2.
The Community control programme shall be
adopted and updated every year in accordance with the
procedure referred to in Article 45(2). The draft
Community control programme shall be presented to the
Committee referred to in Article 45(1) at least six months
before the end of each calendar year.
SECTION 3
National control programmes
Article 301
(deleted, but to be applied until 14.12.22)
National contr ol programmes for pes ticide
residues
1.
Member States shall establish multiannual national
control programmes for pesticide residues. They shall
update their multiannual programme every year.
Those programmes shall be risk- based and aimed in
particular at assessing consumer exposure and compliance
with current legislation. They shall specify at least the
following:
(a) the products to be sampled;
(b) the number of samples to be taken and analyses to be
carried out;
(c) the pesticides to be analysed;
(d) the criteria applied in drawing up such programmes,
including:

1

EDITOR’s note: Article 26, 27, 28(1) and (2), and 30 are deleted by
Regulation 2017/ 625 (Official Controls Regulation) of 15.03.17.
Ar t . 26, 27(1) a nd 30 cont inue t o a pply unt il 14. 12. 22 .

(iii) consumption of the products as a share of the
national diet;
(iv) the Community control programme; and
(v) the results of previous control programmes.
2.
Member States shall submit their updated national
control programmes for pesticide residues, as mentioned in
paragraph 1, to the Commission and to the Authority at
least three months before the end of each calendar year.
3.
Member States shall participate in the Community
control programme as provided for in Article 29. They
shall, on an annual basis, publish all results of national
residue monitoring on the Internet. Where MRLs are
exceeded, Member States may name the retailers, traders
or producers concerned.
SECTION 4
Information by the Member States and annual report
Article 31
Information by the Member States
1.
Member States shall submit the following
information concerning the previous calendar year to the
Commission, the Authority and the other Member States
by 31 August each year:
(a) the results of the official controls provided for in Article
26(1);
(b) the LODs applied in the national control programmes
referred to in Article 30 and under the Community
control programme referred to in Article 29;
(c) details of the participation of the analytical laboratories
in the Community proficiency tests referred to in
Article 28(3) and other proficiency tests relevant to the
pesticide-product combinations sampled in the
national control programme;
(d) details of the accreditation status of the analytical
laboratories involved in the controls referred to in point
(a);
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Article 33

(e) where permitted by national legislation, details of
enforcement measures taken.
2.
Implementing measures relating to the submission of
information by the Member States may be established in
accordance with the procedure referred to in Article 45(2)
after consultation with the Authority.
Article 32

Submission of the Annual Report on Pesticide
Residues to the Committee
The Commission shall submit the Annual Report on
Pesticide Residues to the Committee referred to in Article
45(1) without delay, for review and recommendations on
any necessary measures to be taken regarding reported
infringements of the MRLs set out in Annexes II and III.

The Annual Report on Pesticide Residues

SECTION 5

1.
On the basis of the information provided by the
Member States under Article 31(1) the Authority shall draw
up an Annual Report on pesticide residues.

Sanctions

2.
The Authority shall include information on at least
the following in the Annual Report 1 :

Sanctions

(a) an analysis of the results of the controls provided for in
Article 26(2);
(b) a statement of the possible reasons why the MRLs were
exceeded, together with any appropriate observations
regarding risk management options;
(c) an analysis of chronic and acute risks to the health of
consumers from pesticide residues;

Article 34

The Member States shall lay down rules on the sanctions
applicable to infringements of the provisions of this
Regulation and shall take all measures necessary to ensure
that they are implemented. The sanctions provided for
must be effective, proportionate and dissuasive.
The Member States shall notify those rules and any
subsequent amendment to the Commission without delay.
CHAPTER VI

(d) an assessment of consumer exposure to pesticide
residues based on the information provided under
point (a) and any other relevant available information,
including reports submitted under Directive
96/ 23/ EC.
3.
Where a Member State has not provided information
in accordance with Article 31, the Authority may disregard
the information relating to that Member State when
compiling the Annual Report.
4.
The format of the Annual Report may be decided in
accordance with the procedure referred to in Article 45(2).
5.
The Authority shall submit the Annual Report to the
Commission by the last day of February each year.

EMERGENCY MEASURES
Article 35
Emergency measures
Articles 53 and 54 of Regulation (EC) No 178/ 2002 shall
apply where, as a result of new information or of a
reassessment of existing information, pesticide residues or
MRLs covered by this Regulation may endanger human or
animal health requiring immediate action. The time limit
within which the Commission must take its decision shall
be reduced to seven days in the case of fresh produce.
CHAPTER VII

6.
The Annual Report may include an opinion on the
pesticides to be covered in future programmes.
7.
The Authority shall make public the Annual Report,
as well as any comments by the Commission or Member
States.

1

EDITOR’s note: this report is referred to in Art. 24.2.(a) of
Regulation 2017/ 625 (the “OCR”) as basis for Official Controls
programmes.

SUPPORT MEASURES RELATING TO HARMONISED
PESTICIDE MRLS
[This Chapter is deleted by Art.50 of Regulation (EU) 652/ 2014
of the European Parliament and of the Council of 15 May 2014,
laying down provisions for the management of expenditure relating to
the food chain, animal health and animal welfare, and relating to plant
health and plant reproductive material (… )2]

2

OJ L 189, 27.6.2014, p.1
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CHAPTER VIII

Article 42

COORDINATION OF APPLICATIONS FOR MRLS

Member States and fees

Article 38
Designation of national authorities
Each Member State shall designate one or more national
authorities to coordinate cooperation with the
Commission, the Authority, other Member States,
manufacturers, producers and growers for the purposes of
this Regulation. Where more than one authority is
designated by a Member State, it shall indicate which of the
designated authorities shall act as a contact point.
The national authorities may delegate tasks to other bodies.
Each Member State shall inform the Commission and the
Authority of the names and addresses of the designated
national authorities.
Article 39
Coordination by the Authority of infor mation on
MRLs
The Authority shall:
(a) coordinate with the rapporteur Member State
designated in accordance with Directive 91/ 414/ EEC
for an active substance;
(b) coordinate with the Member States and the
Commission regarding MRLs, in particular for the
purpose of fulfilling the requirements of Article 41.
Article 40
Infor mation to be submitted by the Member States
Member States shall submit to the Authority, at its request,
any available information necessary for the assessment of
the safety of MRLs.
Article 41
Database of the Authority on MRLs
Without prejudice to the applicable provisions of
Community and national law on access to documents, the
Authority shall develop and maintain a database, accessible
to the Commission and to the competent authorities of the
Member States, containing the relevant scientific
information and GAPs relating to the MRLs, the active
substances and the processing factors set out in Annexes II,
III, IV and VII. In particular it shall contain dietary intake
assessments, processing factors and toxicological endpoints.

1.
Member States may recover the costs of work
associated with setting, modifying or deleting MRLs, or
with any other work arising from obligations under this
Regulation, by means of a fee or charge.
2.
Member States shall ensure that the fee or charge
referred to in paragraph 1:
(a) is established in a transparent manner; and
(b) corresponds to the actual cost of the work involved.
It may include a scale of fixed charges based on average
costs for the work referred to in paragraph 1.
CHAPTER IX
IMPLEMENTATION
Article 43
Scientific opinion of the Authority
The Commission or the Member States may request from
the Authority a scientific opinion on any measure related
to the assessment of risks under this Regulation. The
Commission may specify the time limit within which such
an opinion shall be provided.
Article 44
Procedure for the adoption of the Authority's
opinions
1.
When the Authority's opinions pursuant to this
Regulation require only scientific or technical work
involving the application of well-established scientific or
technical principles they may, unless the Commission or a
Member State objects, be issued by the Authority without
consulting the scientific committee or the scientific panels
mentioned in Article 28 of Regulation (EC) No 178/ 2002.
2.
The implementing rules pursuant to Article 29(6)(a)
of Regulation (EC) No 178/ 2002 shall specify the cases in
which paragraph 1 of this Article shall apply.
Article 45
Committee procedure
1.
The Commission shall be assisted by the Standing
Committee on the Food Chain and Animal Health
established by Article 58 of Regu- lation (EC) No
178/ 2002.
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2.
Where reference is made to this paragraph, Articles
5 and 7 of Decision 1999/ 468/ EC shall apply, having
regard to the provisions of Article 8 thereof.
The period laid down in Article 5(6) of Decision
1999/ 468/ EC shall be set at three months.
3.
Where reference is made to this paragraph,
Article 5a(1) to (4) and Article 7 of Decision 1999/ 468/ EC
shall apply, having regard to the provisions of Article 8
thereof.
4.
Where reference is made to this paragraph, Article
5a(1) to (4) and (5)(b), and Article 7 of Decision
1999/ 468/ EC shall apply, having regard to the provisions
of Article 8 thereof.
The time limits laid down in Article 5a(3)(c) and (4)(b) and
(e) of Decision 1999/ 468/ EC shall be set at two months,
one month and two months respectively.
5.
Where reference is made to this paragraph, Article
5a(1), (2), (4) and (6) and Article 7 of Decision
1999/ 468/ EC shall apply, having regard to the provisions
of Article 8 thereof.

CHAPTER X
FINAL PROVISIONS
Article 48
Repeal and adaptation of legislation
1.
Directives
76/ 895/ EEC,
86/ 362/ EEC,
86/ 363/ EEC and 90/ 642/ EEC are hereby repealed with
effect from the date referred to in the second paragraph of
Article 50.
2.
Article 4(1)(f) of Directive 91/ 414/ EEC shall be
replaced by the following:
‘(f) where appropriate, the MRLs for the agricultural
products affected by the use referred to in the
authorisation have been set or modified in
accordancewith Regulation(EC) No 396/ 2005 (*)’

(*) OJ L 70, 16.3.2005, p. 1.
Article 49

Article 46

Transitional meas ures

Implementing measures

1.
The requirements of Chapter III shall not apply to
products lawfully produced or imported into the
Community before the date referred to in the second
paragraph of Article 50.

1.
Implementing measures to ensure the uniform
application of this Regulation, technical guidance
documents to assist in its application and detailed rules
concerning the scientific data required for the setting of
MRLs shall be established or may be amended in
accordance with the regulatory procedure referred to in
Article 45(2), taking into account, where appropriate, the
opinion of the Authority.
2.
Measures designed to amend non-essential elements
of this Regulation and relating to the establishment or
amendment of the dates referred to in Article 23, Article
29(2), Article 30(2), Article 31(1) and Article 32(5) shall be
adopted in accordance with the regulatory procedure with
scrutiny referred to in Article 45(3), taking into account,
where appropriate, the opinion of the Authority.
Article 47
Report on implementation of this Regulation
Not later than 10 years after the entry into force of this
Regulation, the Commissionshall forward tothe European
Parliamentand tothe Council a report on its
implementation and any appropriate proposals.

However, in order to ensure a high level of consumer
protection, appropriate measures concerning those
products may be taken. Those measures, designed to
amend non- essential elements of this Regulation by
supplementing it, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article
45(5).
2. Where necessary to allow for the normal marketing,
processing and consumption of products, further
transitional measures may be laid down for the
implementation of certain MRLs provided for in Articles
15, 16, 21, 22, and 25. Those measures, designed to amend
non-essential elements of this Regulation by supplementing
it, and without prejudice to the obligation to ensure a high
level of consumer protection, shall be adopted in
accordance with the regulatory procedure with scrutiny
referred to in Article 45(4).
Article 50
Entry into force
This Regulation shall enter into force on the twentieth day
following its publication in the Official Journal of the
European Union.
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the publication of the last of the Regulations establishing
Annexes I, II, III and IV.
This Regulation shall be binding in its entirety and directly
applicable in all Member States.
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This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 23 February 2005
For the European Parliament

For the Council

The President

The President

J.P. BORRELL FONTELLES

N. SCHMIT

_______
ANNEX I
Editor’s NOTE: Annex I was completely replaced, by Regulation 2018/ 62 of 17.01.2018; OJ L18/ 1, 23.01.2018
PART A
Products of plant and animal origin referred to in Article 2(1) to which MRLs apply
PART B
Other products referred to in Article 2(1)
_______
ANNEX II
MRLs formerly defined under Directives 86/ 362/ EEC, 86/ 363/ EEC and 90/ 642/ EEC, referred to in Article
21(1)
_______
ANNEX III
Temporary MRLs referred to in Articles 16(1) and 22(1)
PART A
Temporary MRLs for substances without MRLs under Directives 86/ 362/ EEC, 86/ 363/ EEC and 90/ 642/ EEC
PART B
Temporary MRLs for products not defined in Annexes I of Directives 86/ 362/ EEC, 86/ 363/ EEC and
90/ 642/ EEC
_______
ANNEX IV
List of active substances of plant protection products evaluated under Directi ve 91/ 414/ EEC for which no
MRLs are required, referred to in Article 5(1)
_______
ANNEX V
List of default values, as referred to in Article 18(1)(b)
Pesticide residues and maximum residue levels (mg/ kg)
_______
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ANNEX VI
Processing factors 1
_______
ANNEX VII
Active substance/ product combinations, as referred to in Article 18(3)

1

EDITOR’s note: see EFSA External Scientific Reports EN- 1508, EN- 1509 and EN- 1510, d.d. 26.11.2018, on a database on processing factors.

192

MRL Regulation 396/ 2005

Renewal Regulation 844/ 2012

193

COMMISSION IMPLEMENTING REGULATION (EU) No 844/ 2012
of 18 September 2012
setting out the provisions necessary for the implementation of the renewal procedure for active substances, as
provided for in Regulation (EC) No 1107/ 2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market
Re g u la t io n 8 4 4 /2 0 1 2

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

(8)

The supplementary dossiers submitted for renewal
should, in particular, include necessary new data and
new risk assessments and demonstrate why such data
and risk assessments are necessary.

(9)

Rules should be set out as regards the establishment
of the admissibility of the application by the
rapporteur Member State.

Having regard to the Treaty on the Functioning of the
European Union,
Having regard to Regulation (EC) No 1107/ 2009 of the
European Parliament and of the Council of 21 October
2009 concerning the placing of plant protection products
on the market and repealing Council Directives
79/ 117/ EEC and 91/ 414/ EEC ( 1 ), and in particular
Article 19 thereof,

(10) Where all applications submitted are inadmissible,
the Commission should adopt a Regulation on the
non- renewal of the active substance concerned.

Whereas:
(1)

Regulation (EC) No 1107/ 2009 provides that the
approval of an active substance may be renewed
upon expiry.

(2)

It is appropriate to set out the provisions necessary
for the implementation of the renewal procedure.

(3)

In particular, periods should be set for the different
steps of the renewal procedure to ensure that it
functions properly.

(4)

(5)

Rules should be set out as regards confidentiality and
the publication of the application for renewal, the
supple- mentary dossiers and their updates.
Rules should also be set out as regards the submission
of the application for renewal and its contents and
format. The applicant should be obliged to justify the
submission of new information and to list separately
studies concerning vertebrate animals that they
intend to submit.

(6)

Rules should be set out as regards the checking of the
application by the rapporteur Member State.

(7)

In order to ensure the proper functioning of the
renewal procedure, the rapporteur Member State
should, at the applicant’s request, organise prior to
the submission of the supplementary dossier, a
meeting to discuss the application.

1

OJ L 309, 24.11.2009, p. 1.

(11) Rules should be set out to ensure an independent,
objective and transparent assessment of the active
substance.
(12) The applicant, the Member States, with the
exception of the rapporteur Member State, and the
public should be given the opportunity to submit
comments on the draft renewal assessment report.
(13) The European Food Safety Authority should provide
conclusions and organise consultations of experts,
except where the Commission informs it that a
conclusion is not necessary.
(14) Rules should be set out as regards the renewal report
and the adoption of a regulation on the renewal of
the approval of the active substance.
(15) Commission Regulation (EU) No 1141/ 2010 of
7 December 2010 laying down the procedure for the
renewal of the inclusion of a second group of active
substances in Annex I to Council Directive
91/ 414/ EEC and establishing the list of those
substances (2) should continue to apply with respect
to the renewal of the approval of the active substances
listed in Annex I thereto.
(16) The measures provided for in this Regulation are in
accordance with the opinion of the Standing
Committee on the Food Chain and Animal Health.

2

OJ L 322, 8.12.2010, p. 10.
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HAS ADOPTED THIS REGULATION:

subparagraph of Article 15(2) of Regulation (EC) No
1107/ 2009.

CHAPTER 1
ADMISSIBILITY
SECTION 1
Application for renewal

Article 3

Article 1

Checking of the application

Submission of the application

1.
Where the application has been submitted by the
date provided for in the first subparagraph of Article 1(1)
and contains all the elements provided for in Article 2, the
rapporteur Member State shall, within one month of the
date of receipt of the application, inform the applicant, the
co- rapporteur Member State, the Commission and the
Authority of the date of receipt of the application and the
fact that it has been submitted by the date provided for in
the first subparagraph of Article 1(1) and contains all the
elements provided for in Article 2.

1.
An application for the renewal of an approval of an
active substance shall be submitted by a producer of the
active substance to the rapporteur Member State, as set out
in the second column of the Annex to Commission
Implementing Regulation (EU) No 686/ 2012 1 and to the
co-rapporteur Member State, as set out in the third column
of that Annex, no later than three years before the expiry
of the approval.
When submitting an application, the applicant may,
pursuant to Article 63 of Regulation (EC) No 1107/ 2009,
request certain information to be kept confidential. In that
event, the applicant shall present such parts of the
application physically separated, setting out the reasons for
requesting confidentiality.
At the same time, the applicant shall submit any data
protection claims pursuant to Article 59 of Regulation (EC)
No 1107/ 2009.
2.
The applicant shall send a copy of the application to
the Commission, the other Member States and to the
European Food Safety Authority (‘the Authority’),
including the information on those parts of the application
in respect of which confidentiality has been requested as
referred to in paragraph 1.
3.
A joint application may be submitted by an
association of producers designated by the producers for
the purpose of compliance with this Regulation.
Article 2
For mat and contents of the application
1.
The application shall be submitted in the format set
out in the Annex.
2.
The application shall list the new information the
applicant intends to submit. It shall demonstrate that such
information is necessary in accordance with the first

1

The application shall list separately any new studies
involving vertebrate animals that the applicant intends to
submit.
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The rapporteur Member State shall assess any request for
confidentiality. Upon a request for access to information,
the rapporteur Member State shall decide what
information is to be kept confidential.
2.
Where the application has been submitted by the
date provided for in the first subparagraph of Article 1(1)
but one or more elements provided for in Article 2 are
missing, the rapporteur Member State shall, within one
month of the date of receipt of the application, inform the
applicant which elements are missing and set a period of 14
days for the submission of those elements to the Rapporteur
Member State and to the co-rapporteur Member State.
Where the application contains all the elements provided
for in Article 2 at the expiry of that period, the rapporteur
Member State shall, without delay, proceed in accordance
with paragraph 1.
3.
Where the application has not been submitted by the
date provided for in the first subparagraph of Article 1(1),
or where the application still does not contain all the
elements provided for in Article 2 at the expiry of the period
set for the submission of the missing elements in accordance
with paragraph 2, the rapporteur Member State shall,
without delay, inform the applicant, the co-rapporteur
Member State, the Commission, the other Member States
and the Authority that the application is inadmissible and
of the reasons why it is inadmissible.
4.
Within 14 days from the date of receipt of the
information that the application has been submitted by the
date provided for in the first subparagraph of Article 1(1)
and that it contains all the elements provided for in Article

Renewal Regulation 844/ 2012

2, the applicant shall submit to the Authority a copy of the
appli- cation, including the information about those parts
of the application in respect of which confidentiality has
been requested and justified by the applicant pursuant to
Article 63 of Regulation (EC) No 1107/ 2009.
At the same time, the applicant shall forward a copy of the
application to the Authority, excluding any information in
respect of which confidentiality has been requested and
justified by the applicant pursuant to Article 63 of
Regulation (EC) No 1107/ 2009.
5.
Where, by the date provided for in the first
subparagraph of Article 1(1), two or more applications for
the same active substance have been submitted separately
and each of them contains all the elements provided for in
Article 2, the rapporteur Member State shall communicate
the contact details of each applicant to the other
applicant(s).
6.
The Commission shall publish, for each active
substance, the names and the addresses of the applicants
whose applications have been submitted by the date
provided for in the first subparagraph of Article 1(1) and
contain all the elements provided for in Article 2.
Article 4
Contacts prior to s ubmis sion of supplementar y
dossier s
The applicant may request a meeting with the rapporteur
Member State and the co- rapporteur Member State to
discuss the application.
If requested, such pre-submission contacts shall take place
prior to the submission of supplementary dossiers, as
provided for in Article 6.
Article 5
Access to the application
Upon receipt of the application, as provided for in Article
3(4), the Authority shall make it available to the public
without delay, excluding any information in respect of
which confiden- tiality has been requested and justified by
the applicant pursuant to Article 63 of Regulation (EC) No
1107/ 2009, unless there is an overriding public interest in
its disclosure.
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SECTION 2
Supplementary dossiers
Article 6
Submission of s upplementar y dos siers
1.
Where the rapporteur Member State has informed
the applicant in accordance with Article 3(1) that its
application has been submitted by the date provided for in
the first subparagraph of Article 1(1) and that it contains all
the elements provided for in Article 2, the applicant shall
submit the supplementary dossiers to the rapporteur
Member State, the co-rapporteur Member State, the
Commission and the Authority.
2.
The contents of the supplementary summary dossier
and the supplementary complete dossier shall comply with
Article 7.
3.
The supplementary dossiers shall be submitted no
later than 30 months before the expiry of the approval.
4.
Where there is more than one applicant requesting
renewal of the approval of the same active substance, those
applicants shall take all reasonable steps to submit their
dossiers jointly.
Where such dossiers are not submitted jointly by all the
applicants concerned, the reasons shall be set out in the
dossiers.
5.
When submitting the supplementary dossiers, the
applicant may pursuant to Article 63 of Regulation (EC)
No 1107/ 2009 request certain information, including
certain parts of the dossier, to be kept confidential and shall
physically separate that information.
Article 7
Contents of s upplementar y dos siers
1.
The supplementary summary dossier shall include
the following:
(a) a copy of the application;
(b) where the applicant is joined or replaced by one or
more other applicants, the name and address of that
applicant or those other applicants and, if applicable,
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the name of the association of producers provided for
in Article 1(3);
(c) information with respect to one or more representative
uses on a widely grown crop in each zone of at least one
plant protection product containing the active
substance, demonstrating that the approval criteria
provided for in Article 4 of Regulation (EC) No
1107/ 2009 are fulfilled; where the information
submitted does not cover all zones or does not concern
a widely grown crop, a justification shall be submitted;

(i) where relevant, a copy of an application for maximum
residue levels as referred to in Article 7 of Regulation
(EC) No 396/ 2005 of the European Parliament and of
the Council1;
(j) where relevant, a copy of the proposal for classification
where it is considered that the substance has to be
classified or reclassified in accordance with Regulation
(EC) No 1272/ 2008 of the European Parliament and
of the Council2;
(k) an assessment of all information submitted;

(d) data and risk assessments which were not part of the
approval dossier or subsequent renewal dossiers and
which are necessary:
(i) to reflect changes in legal requirements which have
occurred since the approval or last renewal of the
approval of the active substance concerned;
(ii) to reflect changes in scientific and technical
knowledge since the approval or last renewal of the
approval of the active substance concerned;
(iii) to reflect changes to representative uses; or
(iv) because the application is for an amended renewal;
(e) for each point of the data requirements for the active
substance, as set out in a Regulation setting out data
requirements for active substances under Regulation
(EC) No 1107/ 2009, for which new data are necessary
in accordance with point (d), the summaries and results
of tests and studies, the name of their owner and of the
person or institute that has carried them out and the
reason why each test or study is necessary;
(f) for each point of the data requirements for the plant
protection product, as set out in a Regulation setting
out data requirements for plant protection products
under Regulation (EC) No 1107/ 2009, for which new
data are necessary in accordance with point (d), the
summaries and results of tests and studies, the name of
their owner and of the person or institute that has
carried out the tests and studies, for one or more plant
protection products which are representative of the
supported uses, and the reason why each test or study
is necessary;
(g) where relevant, documented evidence as referred to in
Article 4(7) of Regulation (EC) No 1107/ 2009;
(h) for each test or study involving vertebrate animals, a
description of the steps taken to avoid animal testing on
vertebrate animals;

1

OJ L 70, 16.3.2005, p. 1.

(l) a checklist demonstrating that the supplementary
dossier provided for in paragraph 3 is complete in view
of the uses applied for and indicating which data are
new;
(m) the summaries and results of scientific peer-reviewed
open literature, as referred in Article 8(5) of Regulation
(EC) No 1107/ 2009.
2.
The uses referred to in paragraph 1(c) shall, where
appropriate, include the uses evaluated for the approval or
subsequent renewals. At least one plant protection product
referred to in paragraph 1(c) shall contain no other active
substance, where such a product exists for a representative
use.
3.
The supplementary complete dossier shall contain
the full text of each test and study report referred to in
paragraph 1(e), (f) and (m).
It shall not contain any reports of tests or studies involving
the deliberate administration of the active substance or the
plant protection product containing it to humans.
Article 8
Admis sibility of the application
1.
Where the supplementary dossiers have been
submitted by the date provided for in Article 6(3) and
contain all the elements provided for in Article 7, the
rapporteur Member State shall, within a period of one
month, inform the applicant, the co-rapporteur Member
State, the Commission and the Authority of the date of
receipt of the supplementary dossiers and of the
admissibility of the application.
The rapporteur Member State shall assess any requests for
confidentiality. In the event of a request for access to
information, the rapporteur Member State shall decide
what information is to be kept confidential.

2

OJ L 353, 31.12.2008, p. 1.
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2.
Where the supplementary dossiers have been
submitted by the date provided for in Article 6(3), but one
or more elements provided for in Article 7 are missing, the
rapporteur Member State shall, within a period of one
month from the date of receipt of the supplementary
dossiers, inform the applicant which elements are missing
and set a period of 14 days for the submission of those
elements to the rapporteur Member State and corapporteur Member State.
Where at the expiry of that period the supplementary
dossiers contain all the elements provided for in Article 7,
the rapporteur Member State shall, without delay, proceed
in accordance with paragraph 1.
3.
After receiving the information that the application
is admissible, the applicant shall immediately forward the
supple- mentary dossiers to the other Member States, the
Commission and the Authority, including the information
about those parts of the dossier in respect of which
confidentiality has been requested and justified by the
applicant pursuant to Article 63 of Regulation (EC) No
1107/ 2009.

197

shall, without delay, inform the applicant, the corapporteur Member State, the Commission, the other
Member States and the Authority that the application is
inadmissible and of the reasons why it is inadmissible.
Article 9
Replacement of the applicant
An applicant may be replaced by another producer in
respect of all of its rights and obligations under this
Regulation by informing the rapporteur Member State,
through a joint declaration by the applicant and the other
producer. In that case, the applicant and the other
producer shall, at the same time, inform the co-rapporteur
Member State, the Commission, the other Member States,
the Authority and any other applicants that have submitted
an application for the same active substance of the
replacement.
Article 10
Adoption of non- renewal Regulation

At the same time, the applicant shall forward the
supplementary summary dossiers to the Authority,
excluding any information in respect of which
confidentiality has been requested and justified by the
applicant pursuant to Article 63 of Regulation (EC) No
1107/ 2009.

The Commission shall adopt a Regulation on the nonrenewal of the approval of an active substance in
accordance with Article 20(1)(b) of Regulation (EC) No
1107/ 2009 where all of the applications submitted for that
active substance are inadmissible in accordance with
Article 3(3) of this Regulation or Article 8(6) thereof.

4.
The Authority shall make the supplementary
summary dossier available to the public, without delay,
excluding any information in respect of which
confidentiality has been requested and justified by the
applicant pursuant to Article 63 of Regulation (EC) No
1107/ 2009, unless there is an overriding public interest in
its disclosure.

CHAPTER 2

5.
At the request of the Authority or a Member State,
the applicant shall make available the dossiers submitted
for the approval and subsequent renewals of the approval,
where it has access to them.
6.
Where the supplementary dossiers have not been
submitted by the date referred to in Article 6(3), or where
at the end of the period set for the submission of the missing
elements in accordance with paragraph 2 of this Article the
supplementary dossiers still do not contain all the elements
provided for in Article 7, the rapporteur Member State

ASSESSMENT
Article 11
Assess ment by the rapporteur Member State and
the co- rapporteur Member State
1.
Where the application is admissible in accordance
with Article 8(1), the rapporteur Member State shall, after
consulting the co-rapporteur Member State, at the latest 12
months after the date referred to in Article 6(3), prepare
and submit to the Commission, with a copy to the
Authority, a report assessing whether the active substance
can be expected to meet the approval criteria, as provided
for in Article 4 of Regulation (EC) No 1107/ 2009 (‘the
draft renewal assessment report’).

198

Renewal Regulation 844/ 2012

2.
The draft renewal assessment report shall also
include the following:
(a) a recommendation with regard to the renewal of the
approval;
(b) a recommendation on whether the substance should be
considered a ‘low- risk’ substance;
(c) a recommendation on whether the substance should be
considered a candidate for substitution;
(d) where relevant, a proposal to set maximum residue
levels;
(e) where relevant, a suggestion for the classification or
reclas- sification of the active substance in accordance
with Regulation (EC) No 1272/ 2008;
(f) a conclusion on which of the new studies included in
the supplementary dossiers are relevant for the
assessment;
(g) a recommendation as to the parts of the report on
which a consultation of experts is to be organised in
accordance with Article 13(1);
(h) the points on which the co-rapporteur Member State
did not agree with the assessment by the rapporteur
Member State, where relevant.
3.
The rapporteur Member State shall make an
independent, objective and transparent assessment in the
light of current scientific and technical knowledge. It shall
take into account the supplementary dossiers, and, where
appropriate, the dossiers submitted for the approval and
subsequent renewals of approval.
4.
The rapporteur Member State shall first establish
whether the approval criteria set out in points 3.6.2, 3.6.3,
3.6.4 and 3.7 of Annex II to Regulation (EC) No
1107/ 2009 are satisfied.
Where those criteria are not satisfied, the draft renewal
assessment report shall be limited to those parts of the
assessment, unless Article 4(7) of Regulation (EC) No
1107/ 2009 applies.
5.
Where the rapporteur Member State requires
additional information, it shall set a period for the applicant
to supply that information. That period shall not lead to an
extension of the period of 12 months provided for in
1

Editor’s NOTE: the highlighted text is an amendment, established
by Reg. 2018/ 1569 of 07.11.2018, OJ L 278/ 3, 08.11.2018. these
changes apply from 10.11.2018 (application date of the endocrine
criteria according to Reg. 2018/ 605).

paragraph 1. The applicant may, pursuant to Article 63 of
Regulation (EC) No 1107/ 2009, request such information
to be kept confidential.
6.
The rapporteur Member State may consult the
Authority and request additional technical or scientific
information from other Member States. Such consultations
and requests shall not lead to an extension of the period of
12 months provided for in paragraph 1.
7.
Information submitted by the applicant without
having been requested, or provided after the expiry of the
period set for its submission in accordance with the first
sentence of paragraph 5, shall not be taken into account,
unless it is submitted in accordance with Article 56 of
Regulation (EC) No 1107/ 2009.
8.
When submitting the draft renewal assessment report
to the Commission, the rapporteur Member State shall
request the applicant to submit the supplementary
summary dossiers, updated to include the additional
information requested by the rapporteur Member State in
accordance with paragraph 5 or submitted in accordance
with Article 56 of Regulation (EC) No 1107/ 2009, to the
co-rapporteur Member State, the Commission, the other
Member States and to the Authority.
The applicant may pursuant to Article 63 of Regulation
(EC) No 1107/ 2009 request such information to be kept
confidential. Any such requests shall be addressed to the
Authority.
Article 11a1
For the purposes of assessment of the approval criteria set
out in point 3.6.5 and point 3.8.2 of Annex II to Regulation
(EC) No 1107/ 2009 as amended by Commission
Regulation (EU) 2018/ 605(*), in relation to applications
submitted in accordance with Article 1 before 10
November 2018 for which the draft renewal assessment
report has not been submitted by that date, where the
information available in the supplementary dossiers is not
sufficient for the rapporteur Member State to conclude the
assessment on whether these approval criteria are met and,
where applicable, whether application of Article 4(7) is
justified, the rapporteur Member State shall specify in the
draft renewal assessment report, in a detailed way, the
additional information which is necessary in order to make
the assessment concerned.

* Commission Regulation (EU) 2018/ 605 of 19 April 2018
amending Annex II to Regulation (EC) No 1107/ 2009 by setting
out scientific criteria for the determination of endocrine disrupting
properties (OJ L 101, 20.4.2018, p. 33)
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Article 12
Comments on the draft renewal assess ment report
1.
The Authority shall circulate the draft renewal
assessment report received from the rapporteur Member
State to the applicant and to the other Member States at
the latest 30 days after its receipt.
2.
The Authority shall make the draft renewal
assessment report available to the public, after giving the
applicant two weeks to request, pursuant to Article 63 of
Regulation (EC) No 1107/ 2009, that certain parts of the
draft renewal assessment report are kept confidential.
3.
The Authority shall allow a period of 60 days from
the date the report is made available to the public for the
submission of written comments. Such comments shall be
communicated to the Authority, which shall collate and
forward those comments, including its own comments, to
the Commission.
4.
The Authority shall make the updated
supplementary summary dossiers available to the public,
excluding any information in respect of which
confidentiality has been requested and justified by the
applicant pursuant to Article 63 of Regulation (EC) No
1107/ 2009, unless there is an overriding public interest in
its disclosure.
Article 13
Conclusion by the Authority
1.
Within five months from the expiry of the period
referred to in Article 12(3), the Authority shall adopt a
conclusion in the light of current scientific and technical
knowledge using guidance documents applicable at the
date of the submission of the supplementary dossiers on
whether the active substance can be expected to meet the
approval criteria provided for in Article 4 of Regulation
(EC) No 1107/ 2009. The Authority shall, where
appropriate, organise a consultation of experts, including
experts from the rapporteur Member State and corapporteur Member State. The Authority shall

1

Editor’s NOTE: the highlighted text is an amendment, established
by Reg. 2018/ 1569 of 07.11.2018, OJ L 278/ 3, 08.11.2018. these
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communicate its conclusion to the applicant, the Member
States and the Commission.
By way of derogation from the first subparagraph, the
Commission may inform the Authority without delay after
the period referred to in Article 12(3) has expired that a
conclusion is not necessary.
2.
After giving the applicant two weeks to request,
pursuant to Article 63 of Regulation (EC) No 1107/ 2009,
that certain parts of the conclusion be kept confidential, the
Authority shall make its conclusion available to the public,
excluding any information in respect of which
confidentiality has been granted by the Authority, unless
there is an overriding public interest in its disclosure.
3.
Where the Authority considers that additional
information from the applicant is necessary, it shall, in
consultation with the rapporteur Member State, set a
period not exceeding one month for the applicant to supply
such information to the Member States, the Commission
and the Authority. The rapporteur Member State shall,
within 60 days from the date of receipt of the additional
information evaluate the information received and send its
evaluation to the Authority.
Where the first subparagraph applies, the period referred
to in paragraph 1 shall be extended by the periods referred
to in the first subparagraph of this paragraph.
3a.1 For the purposes of assessment of approval criteria set
out in point 3.6.5 and point 3.8.2 of Annex II to Regulation
(EC) No 1107/ 2009 as amended by Commission
Regulation (EU) 2018/ 605, in relation to applications
submitted in accordance with Article 1 before
10 November 2018, for which the draft renewal assessment
report has been submitted but the conclusion by the
Authority is not yet adopted by that date, where the
information available in the dossier is not sufficient for the
Authority to conclude the assessment on whether these
approval criteria are met, the Authority shall, in
consultation with the Member States, request from the
applicant the additional information to be submitted to the
rapporteur Member State, the other Member States, the
Commission, and the Authority in the form of an updated
supplementary dossier including the additional
information. The Authority shall, in consultation with the
changes apply from 10.11.2018 (application date of the endocrine
criteria according to Reg. 2018/ 605).
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rapporteur Member State and the applicant, set a period
for the submission of that information. Such period shall be
at least of 3 months, shall not exceed 30 months, and shall
be justified in relation to the type of information which has
to be submitted.
Within this period set by the Authority, the applicant may
also submit where applicable, documentary evidence
showing that the conditions for the application of the
derogation under Article 4(7) of Regulation (EC) No
1107/ 2009 are met.
Where the Authority, in consultation with the Member
States, is able to conclude without requesting additional
information that the scientific criteria for the determination
of endocrine disrupting properties set out in point 3.6.5
and/ or point 3.8.2 of Annex II to Regulation (EC) No
1107/ 2009 are met, it shall inform the applicant. Within 3
months after being informed by the Authority, the
applicant may submit to the rapporteur Member State, the
other Member States, the Commission, and the Authority,
additional information to address the approval criteria set
in point 3.6.5 and/ or point 3.8.2 of Annex II to Regulation
(EC) No 1107/ 2009, and/ or documentary evidence
showing that the conditions for the application of the
derogation under Article 4(7) of that Regulation are met.
Where the first or third subparagraphs apply, the period
referred to in paragraph 1 shall be extended by the period
set for submission of the additional information.
Where no additional information is submitted in
accordance with the first, second or third subparagraph
within the period set for its submission, the Authority shall,
without delay, inform the applicant, the rapporteur
Member State, the Commission and the other Member
States and conclude the assessment based on the available
information.
Where additional information is submitted in accordance
with the first, second or third subparagraph within the
period set for its submission, the rapporteur Member State
shall, within 90 days from the date of receipt of the
additional information evaluate the information received
and send its evaluation to the Authority in the form of a
revised draft renewal assessment report. The Authority
shall conduct a consultation on the revised draft renewal
assessment report with all the Member States and the
applicant in accordance with Article 12. The Authority
shall adopt the conclusion referred to in paragraph 1,
within 120 days from the date of receipt of the revised draft
renewal assessment report, using the guidance for
identification of endocrine disruptors applicable at the date

1
2

OJ L 165, 30.4.2004, p. 1.
Editor’s NOTE: the highlighted text is an amendment, established
by Reg. 2018/ 1569 of 07.11.2018, OJ L 278/ 3, 08.11.2018. these

of the submission of the updated supplementary dossier
referred to in the first subparagraph.
4.
The Authority may ask the Commission to consult a
European Union reference laboratory designated, pursuant
to Regulation (EC) No 882/ 2004 of the European
Parliament and of the Council 1 , for the purposes of
verifying whether the analytical method for the
determination of the residues proposed by the applicant is
satisfactory and complies with the requirements in Article
29(1)(g) of Regulation (EC) No 1107/ 2009. The applicant
shall, if requested by the European Union reference
laboratory, provide samples and analytical standards.
5.
Information submitted by the applicant without
having been requested, or provided after the expiry of the
period set for its submission in accordance with the first
subparagraph of paragraph 3 or in accordance with the first
or third subparagraphs of paragraph 3a of this Article[ 2 ],
shall not be taken into account, unless it is submitted in
accordance with Article 56 of Regulation (EC) No
1107/ 2009.
Article 14
Renewal repor t and renewal Regulation
1.
The Commission shall present to the Committee
referred to in Article 79(1) of Regulation (EC) No
1107/ 2009 a renewal report and a draft Regulation within
six months from the date of receipt of the conclusion of the
Authority or in cases where there is no such conclusion of
the Authority, the expiry of the period referred to in Article
12(3) of this Regulation.
The renewal report and the draft Regulation shall take into
account the draft renewal assessment report of the
rapporteur Member State, the comments referred to in
Article 12(3) of this Regulation and the conclusion of the
Authority, where such a conclusion has been submitted.
1a 2 For the purposes of assessment of the approval
criteria set out in point 3.6.5 and point 3.8.2 of Annex II
to Regulation (EC) No 1107/ 2009 as amended by
Commission Regulation (EU) 2018/ 605, in relation to
applications for which the conclusion by the Authority is
adopted before 10 November 2018, and where the
Committee referred to in Article 79(1) of Regulation (EC)
No 1107/ 2009 has not yet voted on a draft Regulation
concerning the renewal or non-renewal of that active
substance by that date, the Commission may consider that
additional information is necessary to assess whether these
approval criteria are met. In such cases, the Commission
shall request that the Authority reassesses within a
changes apply from 10.11.2018 (application date of the endocrine
criteria according to Reg. 2018/ 605).
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reasonable time period the available information and shall
inform the applicant of that request.
When requested by the Commission in accordance with the
first subparagraph, the Authority may, in consultation with
the rapporteur Member State, decide whether additional
information is required and request the applicant to submit
such information to the rapporteur Member State, the
other Member States, the Commission and the Authority
in the form of an updated supplementary dossier including
the additional information. The Authority shall, in
consultation with the rapporteur Member State and the
applicant, set a period for the submission of that
information. Such period shall be at least of 3 months, shall
not exceed 30 months, and shall be justified in relation to
the type of information which has to be submitted.
Within this period set by the Authority, the applicant may
also submit where applicable, documentary evidence
showing that the conditions for the application of the
derogation under Article 4(7) of Regulation (EC) No
1107/ 2009 are met.
Where the Authority, in consultation with the Member
States, is able to conclude without requesting additional
information that the scientific criteria for the determination
of endocrine disrupting properties set out in point 3.6.5
and/ or point 3.8.2 of Annex II to Regulation (EC) No
1107/ 2009 are met, it shall inform the applicant. Within 3
months after being informed by the Authority, the
applicant may submit to the rapporteur Member State, the
other Member States, the Commission, and the Authority,
additional information to address the approval criteria set
out in point 3.6.5 and/ or point 3.8.2 of Annex II to
Regulation (EC) No 1107/ 2009, and/ or documentary
evidence showing that the conditions for the application of
the derogation under Article 4(7) of Regulation (EC) No
1107/ 2009 are met.
The rapporteur Member State shall, within 90 days from
the date of receipt of the additional information evaluate
the information received and send its evaluation to the
Authority in the form of a revised draft renewal assessment
report. The Authority shall conduct a consultation of the
revised renewal assessment report with all the Member
States and the applicant in accordance with Article 12.
The Authority shall adopt an addendum to the conclusion
referred to in paragraph 1, within 120 days from the date
of receipt of the revised renewal assessment report, using
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the guidance for identification of endocrine disruptors
applicable at the date of the submission of the updated
supplementary dossier referred to in the second
subparagraph.
Where no additional information is submitted in
accordance with the second, the third or the fourth
subparagraph within the period set for its submission, the
Authority shall, without delay, inform the applicant, the
rapporteur Member State, the co- rapporteur Member
State, the Commission and the other Member States and
conclude the assessment based on the available information
within 30 days from the expiry of the period referred to in
the second or fourth subparagraph.
Information submitted by the applicant without having
been requested, or provided after the expiry of the period
set for its submission in accordance with the second or
fourth subparagraph of this Article, shall not be taken into
account, unless it is submitted in accordance with Article
56 of Regulation (EC) No 1107/ 2009.
2.
The applicant shall be given the possibility to submit
comments on the renewal report within a period of 14 days.
3.
On the basis of the renewal report and taking into
account comments submitted by the applicant within the
period referred to in the third subparagraph of paragraph
1, the Commission shall adopt a Regulation in accordance
with Article 20(1) of Regulation (EC) No 1107/ 2009.
CHAPTER 3
TRANSITIONAL AND FINAL PROVISIONS
Article 15
Transitional provisions
Regulation (EU) No 1141/ 2010 shall continue to apply
with respect to the renewal of the approval of active
substances listed in Annex I thereto.
Article 16
Entry into force and application
This Regulation shall enter into force on the twentieth day
following that of its publication in the Official J ournal of the
European Union.
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It shall apply from 1 January 2013.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Brussels, 18 September 2012.

For the Commission
The President
José Manuel BARROSO
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ANNEX
For mat for applications, as provided for in Article 2(1)
The application shall be in writing, signed by the applicant, and sent to the rapporteur Member State and to the corapporteur Member State.
A copy of the application shall be sent to the European Commission, DG Health and Consumers, 1049 Brussels, Belgium,
to the European Food Safety Authority, Via Carlo Magno 1/ A, 43126 Parma, Italy and to the other Member States.
MODEL
1.

Information concerning the applicant

1.1.

Name and address of the applicant including the name of the natural person responsible for the application and
other obligations resulting from this Regulation:

1.1.1.

(a) Telephone No:
(b) E-mail address:

1.1.2.

(a) Contact:
(b) Alternative contact:

2.

Information to facilitate identification

2.1.

Common name (proposed or ISO-accepted) specifying, where relevant, any variants thereof such as salts, esters or
amines manufactured by the producer.

2.2.

Chemical name (IUPAC and CAS nomenclature).

2.3.

CAS, CIPAC and EC numbers (if available).

2.4.

Empirical and structural formula, molecular mass.

2.5.

Specification of purity of the active substance in g/ kg which must be, whenever possible, identical or already
accepted as equivalent to the one listed in the Annex to Commission Implementing Regulation (EU) No
540/ 2011 (1).

2.6.

Classification and labelling of the active substance in accordance with the provisions of Regulation (EC) No
1272/ 2008 of the European Parliament and of the Council (2) (health and environment effects).

3.

New information

3.1.

List of new information intended to be submitted together with a justification showing that they are considered
necessary, in accordance with Article 15(2) of Regulation (EC) No 1107/ 2009.

3.2.

List of new studies intended to be submitted on vertebrate animals.

3.3.

Timetable of any new and ongoing studies.
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The applicant confirms that the above information submitted included in the application is correct.
Date and signature (of the person competent to act for the applicant referred to under point 1.1).
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EUROPEAN COMMISSION
HEALTH & FOOD SAFETY DIRECTORATE-GENERAL

Safety of the food chain
Pesticides and Biocides

SANTE/ 2010/ 13170 r ev. 14
7 Oct ober 2015

Art. 43 Guidance Document

Guidance Document on the Renewal of Authorisations according to
Article 43 of Regulation (EC) No 1107/2009

This document has been conceived as a guidance document of the Commission Services. It does
not represent the official position of the Commission. It does not intend to produce legally binding
effects. Only the European Court of Justice has jurisdiction to give preliminary rulings concerning
the validity and interpretation of acts of the institutions of the EU pursuant to Article 267 of the
Treaty.
Revision history
When
Rev. 12 of 20.03.2015

Rev. 13 of 14.07.2015
Rev. 14 of 07.10.2016

What
Update of document to better reflect situation under Regulation (EC)
No 1107/ 2009.
Document is limited to renewal of authorisations according to Article
43.
Reference is made to a number of recently noted Guidance
Documents.
Situations for PPPs with more than one active substance are more
clearly described.
Update based on obligations of applicants. Some further
clarifications agreed in the Dublin workshop (June 2015).
Update based on first experience gained : notifications, list of studies
relied upon, lists of end- points, data matching and specification
checks, Cat. 4 data processes. It should be applied from 1st January
2017 onwards.

Art. 43 Guidance Document SANCO/ 13170/ 2010 Rev.14

206

Ta ble of content

1.

Background.............................................................................................................................. 207

2.

Legal basis................................................................................................................................ 207

3.

Renewal of an authorisation after renewal of approval of an active substance ......................... 208
3.1

Renewal of approval of the active substance ................................................................. 208

3.2

Existing vs. pending authorisations................................................................................ 208

3.3

Allocation of the zonal RMS ......................................................................................... 209

3.4

Application by authorisation holder .............................................................................. 209

3.5

Missing data .................................................................................................................. 211

3.6

Non- application for renewal .......................................................................................... 213

3.7

Dossier assessment for the renewal of the authorisation ................................................ 213

3.8

Assessment by other Member States.............................................................................. 215

3.9

Timelines....................................................................................................................... 216

3.10 Delayed renewal authorisation ...................................................................................... 216
3.11 Products containing more than one active substance .................................................... 217
Appendix I ...................................................................................................................................... 219
Appendix II .................................................................................................................................... 220
Appendix III ................................................................................................................................... 220

Art. 43 Guidance Document SANCO/ 13170/ 2010 Rev.14

1.

207

Ba ck gr ound

This guidance document has been developed to elaborate the procedures contained in Regulation (EC) No
1107/ 2009 (hereinafter called "the Regulation") for the renewal of authorisations according to Article 43 of
the Regulation.
It starts from the basic principle that products which will be renewed under the Regulation have already
been authorised in accordance with the Regulation or the Directive 91/ 414/ EEC, and therefore comply
with the data requirements of that Directive/ Regulation and were assessed under the Uniform Principles.
The procedures described in this guidance document only apply to renewals of authorisations1 based on
active substances for which approval is renewed under the Regulation, and where safe uses have been
demonstrated.
As the process of renewal of authorisation under Article 43 is only starting, this guidance may need regular
updates when experience is gained.
2.

Lega l ba s is

The procedure to be followed when an application for renewal of an authorisation is submitted is described
in Article 43 of the Regulation.
M a in lega l pr ovis ions :
Article 43(1) provides that a renewal of authorisation shall be made following the submission of an
application by the authorisation holder when requirements of Article 29 are still met. The timeframe is not
specified, but in paragraph 2 of the same Article an obligation has been included for authorisation holders
to s ubm it a n a pplica tion w ithin 3 m onths fr om the da te of a pplica tion (DoA) of the decis ion
on the r enew a l of the a ppr ova l of a n a ctive s ubs ta nce . This request should include any new product
data with evidence that new data are required as a result of new data requirements/ new or changed
endpoints or criteria or are necessary to amend original conditions of approval.
The second subparagraph of Article 43(3) provides that w ithin a s pecific zone the com plia nce check
a nd a s s es s m ent of the infor m a tion s ubm itted s hould be coor dina ted by a zona l r a ppor teur
M em ber Sta te (z onal RM S) 2 . Within 12 months of the renewal of approval of an active substance,
Member States (MS) have to decide on renewal of authorisations (Article 43(5)). This gives the zonal RMS
the role of a coordinator3, but the zonal RMS is not necessarily assessing the information submitted. It is
envisaged that the zonal Steering Committee (zonal SC) will play an important role in the allocation of work
as regards renewal of authorisation of plant protection products (PPPs).
Article 43(2) focuses on the submission of new data or new information necessary as a result of progress in
science or risk management. This may be important in the framework of the renewal of authorisations of
1

2
3

In parallel to the renewal process for a product, an application in some MSs where this or some uses of it are not yet authorised may have
been submitted. These MSs may take advantage of the risk assessment performed according to the Article 43, to run a parallel art 33
assessment in which the matching sections of the evaluation can be copied. They should however carefully check that some aspects for an art
33 application may not be covered in the renewal assessment; new data requirements, efficacy, and which data protection applies. By no
means may the assessment for the renewal be delayed because of the art 33 assessment.
Or inter- zonal rapporteur Member State in the case of an inter- zonal assessment (e.g. seed treatment). This applies throughout the guidance
document
This means that a “coordinating MS” should in some way be able to ensure that the cost they have for this work is covered. If the zonal RMS
also evaluates the application the application fee can cover the total work for the coordination and assessment.
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mixed products, i.e. products containing more than one active substance, where several subsequent renewals
of the authorisation become necessary (see section 3.11).
3.

Renew a l of a n a uthor is a tion a fter r enew al of a ppr ova l of a n active s ubs ta nce

3.1.

Renew a l of a ppr ova l of the active s ubs ta nce

In order to prepare an application for the renewal of an authorisation the applicant shall check the following.
The Renewal Assessment Report (RAR), including updates during the peer- review, as published by EFSA
is considered helpful to make applicants aware of tests and studies which might fall under the provisions of
Article 60(1). For (draft) RARs the reference lists at the end of each section/ chapter (sorted by data point)
should include the newly submitted data relied upon as well as the original submitted tests and studies that
are still considered relevant to support the application for renewal. In addition the active substance
Rapporteur Member State (RMS) (for the renewal of the approval of the active substance) should prepare
the lis t of a ll neces s a r y s tudies 4 (clearly identifying the 'new' and 'old' studies relied upon) as a standalone document once the peer r eview ha s been fina lis ed.
According to Article 60(1), the finalised list shall be available at the time an active substance is renewed.
However, to facilitate the re- authorisation process, the RMS should make a va ila ble the lis t of neces s a r y
s tudies by the tim e the EFSA Conclus ion i s publis hed; this list of references relied upon will also be
made electronically available on the Commission's Pesticide Database webpage, under each individual
substance entry. Further guidance is provided in Guidance Document on preparing lists of test and study reports
according to Article 60 of Regulation (EC) No 1107/ 2009 (SANCO/ 12580/ 2012).
It should be clear from the documents accompanying the renewal of approval where critical endpoints5 have
been changed during the active substance renewal procedure6. Preferably EFSA will highlight in the EFSAConclusions all endpoints which have been changed compared to the endpoints at the time of approval or
latest renewal. An amended Review/ Renewal7 Report and Renewal Assessment Report accompanied by a
“List of Endpoints” should be prepared according to the Template to be used for Assessment Reports
(SANCO/ 12592/ 2012) and the Template to be used for the List of Endpoints (SANCO/ 12483/ 2014) taking into
account the Guidance Document on rules for revision of assessment reports (SANCO/ 10180/ 2013). This is one of the
crucial elements for the implementation of an efficient and streamlined procedure in MSs to renew
authorisations.
3.2.

Exis ting vs . pending a uthor is a tions

Art. 43 allows applicants to renew their products in the MS(s) where they hold an national authorisation
(existing authorisations).
For authorisations still pending during the last steps of the renewal of the active substance, the zonal RMS
should decide on the granting of the authorisation for the new product before the date of application of the
renewal of the active substance in order to allow the art. 43 procedure to apply. As this authorisation will be
based on the old list of end- points, the applicant should apply within the legal deadlines to renew the product.
Concerned MS (cMS) should grant the authorisation in their own territory, following the authorisation by
the zonal RMS, within the 120 days and within 3 months of the DoA of the renewal regulation.
The section about delayed renewals (see section 3.10) cannot apply here and pending authorisations should
be finalised, granted or refused before the date of renewal.

4

5
6
7

For the purpose of this guidance, the studies which were used in order "[to fulfil] data requirements or criteria which were not applicable at
the time of the last approval of the active or because [the] request is for an amended [renewal of] approval" are named ʻ necessary studiesʼ
or ʻ studies relied uponʼ .
'Critical endpoints' are endpoints related to the criteria as laid down in Annex II, point 4 of Regulation (EC) No 1107/ 2009.
This procedure for emphasising the changes of end-points will be clarified further in an update of the guidance on renewal of active substances.
Reg. (EC) 844/ 2012, especially its art. 14, states that COM issues a renewal report as a background document for the renewal of active
substances.
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Where the zonal RMS cannot grant the authorisation before the date of application of the renewal of the
active substance, the applicant will need to provide a new application in accordance with Article 33 of the
Regulation and only an authorisation according to the conditions of renewal of the active substance may be
granted.
3.3.

Alloca tion of the z ona l RMS

The assessment of the product shall be coordinated by the zonal RMS. In order to start planning in advance,
the zonal RMS should be appointed well before the application for renewal of authorisation is submitted. It
is recommended that the zonal RMS allocation is performed before publication of the EFSA conclusions on
the active substance. According to the gained experience, allocating zonal RMS by tranches is more efficient
(e.g. the AIR3 program is split into 10 batches in which related products were allocated by tranches).
The Zonal Steering Committees8, or MSs on behalf of the zonal SCs, should contact all the authorisation
holders for products containing a substance to be renewed, asking whether and in which zonal RMS they
intend to seek the renewal of their authorisation.
In the case of multiple applicants for renewal of authorisations of products with the same active substance
they shall be encouraged to cooperate as regards their proposal of a common zonal RMS prior to
application, where possible. Zonal SCs are also encouraged to assign zonal RMS on an active- substance
basis where possible, rather than to only deal with the authorised products in their national territories.
Zonal SCs will have final decision on who will act as zonal RMS and who will inform the applicant about
this decision. In most of the cases, it is part of the role of the zonal RMS to confirm this information. There
may be several applicants who intend to submit applications for re- authorisation.
3.4.

Applica tion by a uthor is a tion holder

Within 2 months following the publication of the EFSA-conclusion, the following information 9 should be
provided by the authorisation holders to the zonal RMS and copied to the concerned MSs:

-

The template10 to notify intended zonal applications;

-

An indicative "data matching list" regarding references relied upon (where relevant) and where
necessary the "data matching program" (see section 3.7.2 and point 4 of section 3.5).

Indication which parts of the risk assessment need updating (preferably agreed in pre- submission
meetings with zonal RMS) – see below;

-

Indication of agreement on the studies which are needed and where possible an expected
timeframe;
Because data protection is decided at national level under Regulation (EC) No 1107/ 2009 the zonal RMS
will not be able to conclude on data protection for all studies to be submitted and for all MSs. The applicant
may seek advice from the individual MS about the status of protected / non- protected studies. Please see also
3.8.

8
9
10

Or the Inter- zonal Steering Committee (inter- zonal SC), where relevant. See footnote 2 on page 1.
It should be noted that the zonal RMS should be provided these pieces of information where there is a pre- submission meeting.
Template to notify intended zonal applications under Article 33 and Article 43 of Regulation (EC) No 1107/ 2009” (SANCO/ 12544/ 2014)
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Within 3 months of the date of application 11 of the renewal of approval of an active substance all
authorisation holders must apply to renew the authorisations of plant protection products containing that
active substance in the MS where they have an existing authorisation and wish to renew it. At the same time
the applications should be launched in the EU Plant Protection Product Application management System (PPPAMS)
by the applicants12.
As some parts of the dossier will be assessed by the RMS of the active substance (see sections 3.7.2 and 3.7.3),
the applicants should submit a copy of the relevant sections to the RMS.
An application to renew the authorisation should include (according to Article 43(2)):

-

A copy of the authorisation;

-

Evidence/ justification that the new data submitted are the result of data requirements, new
guidance13 in place by the time of the application date or criteria which were not in force when
the authorisation of the plant protection product was granted or necessary to amend the
conditions of approval. A template is provided in Appendix I;

-

Any information to demonstrate that the product complies with the requirements (conditions
and restrictions) set out in the Regulation on the renewal of the approval of the active substance;

-

A report on the monitoring information, where the authorisation was subject to monitoring;

Any new information required as a result of amendments in data requirements, guidance13 in
place by the time of the application date and criteria (changes to endpoints arising from the
active substance renewal);

A comparative assessment dossier should be submitted according to the relevant guidance,
where necessary.

Data requirements (DR) that will apply, according to amended Regulation (EU) 283/ 2013 14 and the
guidance document on transitional measures (SANTE 11509/ 2013 rev. 5.2 or higher)15:
Products containing AIR2 16 active substances only – Old product DRs apply at renewal
Products containing an AIR2 active substance and an AIR3 17 active substance
• Old product DRs at renewal of the AIR2 active substance and new product DRs at renewal
of the AIR3 active substance
Products containing an AIR2 active substance and an AIR3 active substance which will expire
within 12m of one another – Old product DRs
Products containing AIR3 active substances only – New product DRs apply at renewal
Products containing AIR3 active substances and other active substances (excluding AIR2 active
substances) – New product DRs.

A regulation renewing the approval of an active substance in general enters into force on the twentieth day following that of its publication in
the Official Journal of the European Union. The date that the regulation shall apply is specified ('date of application' – DoA).
If the existing authorisation to be renewed is not contained within PPPAMS, applicants should in the first instance contact t he zRMS and ask
for advice on how to submit the application.
13 MSs should only consider guidance documents for product risk assessment available at the time of application for renewal of the product. Any
new Guidance for deriving end- points for active substances should not be taken into account as the risk assessment should rely on the EU
agreed end- points at the renewal of the active substance.
14 Regulation (EU) No 283/ 2013 setting setting out the data requirements for active substances, in accordance with Regulation (E C) No
1107/ 2009 and Regulation (EU) No 1136/ 2014 amending Regulation (EU) No 283/ 2013 as regards the transitional measures applying to
procedures concerning plant protection products .
15 Guidance Document on the Interpretation of the Transitional Measures for the Data Requirements for Chemical Active Substances and
Plant Protection Products According to Regulation (EU) No 283/ 2013 and Regulation (EU) No 284/ 2013
16 AIR2: second program for the renewal of approval of active substances
17 AIR3: third program for the renewal of approval of active substances
11
12
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In addition the applicant should provide a list of intended uses including a statement that no significant
changes compared to previous authorisations (in the zone) exist. In this list minor uses should be taken up in
the Good Agricultural Practices (GAP) separately, according to the EU GAP table format 18. A significant
amendment of the GAP should be accepted only when it is necessary in order to comply with changes in the
assessment of the active substance (new endpoints, new guidance applied, conditions or restrictions in the
renewal regulation) provided that the applicant can submit all necessary supporting information, including
a justification for Category 4 ('Cat. 4') data (see 3.7.3). Only non- significant formulation changes according
to the guidance document on formulation changes19 may be included in applications according to Article
43. In principle all other kinds of applications for amendments or new uses should be dealt with under Article
33, 38 or 40.
A dossier clearly indicating where there is new information, not previously reviewed in the zone, is required
(at the latest 3 months after the renewal of the active substance). The assessment of the new information
should reflect the guidance applicable at the time of application. This dossier should be product- specific.
However applicants can share studies, according to Article 61.
A complete draft registration report, according to the Guidance document on the presentation and
evaluation of dossiers in the format of a (draft) Registration Report (SANCO/ 6895/ 2009), in which the
changes to the risk assessment are highlighted should be submitted, except where Cat. 4 data apply or the
product is a mix of active substances renewed within 12 months: see point 4 section 3.5 and Appendix III.
Where an authorisation holder applies for the renewal of the same products containing the same renewed
active substance to different zones, information on all the applications should be made available to all the
MSs in order to facilitate the exchange of information between them.
In terms of efficacy, applicants should use the template in Appendix I to identify, and justify the submission
of new studies according to the above- mentioned provisions. Where a GAP change is triggered e.g. by new
endpoints, new guidance13, efficacy data addressing the new GAP should be submitted. Otherwise, for
renewal applications, only resistance data are required.
3.5.

M is s ing da ta

The following circumstances can result in data being outstanding:
1.

Category 1: Data identified by EFSA as data gaps but which are not reflected in the regulation
renewing the approval of the active substance;

2.

Category 2: Data which are related to a request for confirmatory information as foreseen in Article 6
or in Annex II, point 2.2 of Regulation (EC) No 1107/ 2009. This will concern at least products that
have same or similar uses as the representative uses. In the GD on confirmatory information it is
indicated that in this case MSs should not delay the product re- authorisation. So in the framework of
the re- authorisation process there should not be a need for an extension of the authorisation period;
the assessment of the application should be undertaken without referral to the confirmatory
information provided that the requirements of Article 29 are met (see Guidance document on

18
19

This template is laid down in the GD on the Presentation and Evaluation of Dossier according to Annex III of Directive 91/ 414 / / EEC in
the Format of a (Draft) Registration Report (SANTE/ 6895/ 2009, rev. 20 March 2015 or later).
Guidance Document on Significant and Non- Significant Formulation Changes (SANCO/ 12638/ 2011, rev. 2 20 November 2012 or later)
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confirmatory information20).
3.

Category 3: Data which are related to a request for confirmatory information in the case of AIR-2
substances21 which do not need to comply with the provisions of Regulations (EU) No 283/ 2013 and
284/ 2013. Confirmatory information (e.g. exposure via guttation) may be requested in line with the
new data requirements according to Article 6(f). In this case also the assessment of the application for
renewal of the authorisation should be undertaken without referral to the confirmatory information.

4.

Category 4: Data which are directly related to new guidance13 in place at the time of submission or
to a new/ revised endpoint decided at the time of the renewal of the approval of the active substance
(endpoints as listed in the supporting information to the EFSA conclusions) and for which the time is
too short from the publication of the EFSA conclusion to produce the requested study. This can be
the case when e.g. a higher tier study (mesocosm) is required based on new endpoints for aquatic
toxicity, new residue trials are needed because of a new residue definition or efficacy data are
considered necessary because of an amended GAP or for resistance issues.

5.

Category 5: Data related to new data requirements or new guidance explicitly mentioned in the
renewal regulation, e.g. endocrine disruptor effects for which currently the following statement is
included in approval decisions: “The applicant shall submit confirmatory information as regards the potential for
endocrine disruptor effects in birds and fish to the Commission, the Member States and the Authority within two years
after the adoption of the OECD test guidelines on endocrine disruption or, alternatively, of Community agreed test
guidelines”. Again this is a request for confirmatory information according to Article 6(f). In this case
also the assessment of the application for renewal of the authorisation should be undertaken without
referral to the confirmatory information.

The applicant must provide an appropriate justification for each situation where data is missing.
In category 1, such a data gap will in most of the cases not have an impact on the re- authorisation procedure.
The product can be re- authorised, provided that these data are not necessary to show a safe use of the
product.
In categories 2, 3 and 5, the MSs will have to complete the assessment of the product without these data,
because it is linked to a request for confirmatory information. As it has been found acceptable to renew the
approval of the active substance awaiting the submission and evaluation of confirmatory information at
European level, the same logic should be followed when evaluating the application for re- authorisation of
the plant protection product on the national and zonal level. This means that the authorisation should be
maintained pending the outcome of the evaluation of the confirmatory data, provided that the requirements
of Article 29 are fulfilled.
In category 4, the applicant needs to justify the lack of data by the fact that it could not anticipate this request
before EFSA conclusions for the substance were available. Proof of, or commitment to, initiation of the study
and an expected finalisation date are to be provided. These pieces of information may be related to either
active substance or formulated product data requirements. However data falling under the scope of Article
38 (new source of technical material 22 ) cannot be considered according to this paragraph. Where the
applicant makes a reference to Cat. 4 data, the application should contain a s ta tem ent confir m ing tha t
the pr oduct for w hich the a uthor is a tion is to be pr olonged a nd r enew ed s till com plies w ith
Ar ticle 29 (see section 3.4 and Appendix II). The template in Appendix I should be used. Where the zonal
RMS may find it justified to apply Article 43(6), it should extend the expiry date of the authorisations in
order to allow sufficient time for the data to be generated, submitted and assessed. See section 3.9 and

Guidance Document on the procedures for submission and assessment of confirmatory information following approval of an active substance
in accordance with Regulation (EC) No 1107/ 2009 (SANCO/ 5634/ 2009 rev. 6.1 or later)
Applications for the renewal of approval of substances following the procedure of Regulation (EU) No 1141/ 2010.
22 Applicants seeking to have a new source assessed should submit their request under Article 38 early enough to have it declared equivalent
before Article 43 processes are launched. See section 3.7.1.
20
21
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Appendix III for an explanation of what information is required at which time point.
The applicant should submit a justification for each data point for which not all information as specified in
Article 43(2) can be submitted at the three months deadline. The renewal dRR and the Cat. 4 studies should
be submitted within 3 months of the final Cat. 4 study being finalised (see section 3.9 and Appendix III).
The guidance to be used for delayed renewal assessments is still the guidance that was in place at the time
of the original application for product renewal.
3.6.

Non- a pplica tion for r enewa l

If an application to renew the authorisation of a plant protection product, or some of the uses of a product,
is not submitted within 3 months of the renewal of an active substance contained in that product, the
authorisation will not be extended and will expire in line with Article 32. MSs may grant a grace period in
accordance with Article 46.
3.7.

Dos s ier a s s es s m ent for the r enew a l of the a uthor is a tion

3.7.1. Compliance with the conditions of renewal of the active substance
Com plia nce of the a uthor is ed pr oducts a nd/ or us es with the conditions and restrictions in the
regulation renewing the approval should be verified by each concerned MSs individually.
Applications should include a s epa r a te s igned s ta tem ent from the authorisation holder indicating that
the exis ting pr oducts , us es a nd s our ces of active s ubs ta nces com ply w ith a ny r es tr ictions or
conditions deta iled in the r enew a l r egula tion .
Any product (or use) which does not comply with the renewal restrictions by the end of the 3- month period
after the renewal of the active substance, is not eligible for authorisation renewal. Their authorisation will
expire in line with Article 32, unless the provisions of Article 29 are no longer fulfilled. MSs could grant
grace periods according to Art. 46.
3.7.2. Data matching check
The data matching check should be per for m ed by the a ctive s ubs ta nce RM S as soon as possible after
the 3 month deadline for application (ideally w ithin a m onth). During data matching, the following
information could be used to address the data requirement set in Reg. (EU) 283/ 2013:
By providing argumentation from published literature or non- protected data why a study in
not required;
Through a Letter of Access;
By repeating the study.
The applicant should provide the information requested above using the harmonised template for data
matching studies23. The RMS should check whether the studies submitted were conducted according to
Good Laboratory Practices (GLP), used the same methodology as the data to be matched and that the

23

Templates for Submission Demonstrating Access to a Complete Package According to Regulation (EU) 283/ 2013 and for the Data Matching
Step
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endpoint was within the same order of magnitude as the reference study.
Under certain circumstances (e.g. change of the EU endpoints – see point 4 in section 3.5), it may be possible
that some missing data matching studies could be justified as category 4 data for alternative authorisation
holders, unless the changes are provided in the active substance renewal regulation. They should be fully
justified according to section 3.5. Along with the conclusion on data matching, the active substance RMS
should state within a month whether the justifications for consideration of some missing data matching
studies as Cat. 4 data are acceptable or not. Where they are agreed, the RMS should set a deadline for their
submission24.
Once a Cat. 4 extension for data matching studies is agreed by the RMS for a product authorisation, that
authorisation will be allowed to continue until a decision is taken on renewal of the product, provided that
the complete dossier (including the Cat. 4 data) is submitted to the RMS by the agreed dossier submission
deadline. If no submission is made by this date, or if a submission is made but is considered incomplete by
the RMS, then the authorisation will be immediately revoked. MSs could grant grace periods according to
Art. 46. The applicant would then need to make an Art 33 application to re- instate their product once the
data matching studies were available.
This decision on data matching and Cat. 4 data (scope and date of submission) should be followed by the
zonal RMSs and the cMSs in their territory. However the MSs also have the responsibility for ensuring that
the protection standards as laid down in the Regulation are respected. See Appendix III for an explanation
of what information is required at which time point.
3.7.3. Source specification check
Wher e cha nge of the r efer ence m inim um s pecifica tion occur s , including impurity maximum
levels, authorisation renewal dossiers can only rely on thos e s our ces a lr ea dy decla r ed equiva lent
a nd com plia nt w ith the new cr it er ia . The applicant may provide a reasoned argument justifying that
its source can still be considered equivalent to the EU reference source.
In this case, the RMS should only check the decla r ed m inim um pur ity a nd the m axim um content
for r eleva nt im pur ities .
3.7.4. Assessment of the justification for Cat. 4 missing (product) data
When a submitted dossier mentions Cat. 4 product data, the zonal RMS should assess the justification
submitted according to paragraph 3.5. This check should be performed w ithin a 1- m onth per iod after
the submission of the dossier to renew the authorisation, in parallel to the data matching step performed by
the RMS for the active substance (see section 3.7.2). Where the zonal RMS may find it justified to apply
Article 43(6), it should extend the expiry date of the authorisations in order to allow sufficient time for the
data to be generated, submitted and assessed.
Where the renewal of the same product is sought in different zones, zonal RMSs are encouraged to reach
an interzonal decision regarding the use of Art. 43(6).
In case the Cat. 4 data are not sufficiently justified, the dossier should be considered as incomplete and the
related authorisations should be withdrawn: Articles 32 and 46 apply.
This decision should be followed by the cMS in their territory. Where the same product is authorised in
different zones (see section 3.3), zonal RMSs are encouraged to reach an agreement on Cat. 4 data over the
interested zones. However the MSs also have the responsibility for ensuring that the protection standards as
laid down in the Regulation are respected. See Appendix III for an explanation of what information is
required at which time point.
Once a Cat. 4 extension for product studies is agreed by the zonal RMS for a product authorisation, that
existing authorisation will be allowed to continue untouched until a decision is taken on renewal of the

24

Please note that the deadline for Cat. 4 data matching study submission can be different to the one set for missing cat. 4 product data.
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product, provided that the complete dossier (including the Cat. 4 data) is submitted to the zonal RMS by
the agreed dossier submission deadline. If no submission is made by this date, or if a submission is made but
is considered incomplete by the zonal RMS, then the authorisation or the related uses will be immediately
revoked. MSs could grant grace periods according to Art.46. The applicant would then need to make an Art
33 application to re- instate their product once the missing studies were available.
3.7.5. Product risk assessment
The zonal RMS assesses all the new information as provided in the dRR, which includes the conditions or
restrictions of the approval (e.g. ‘MS shall pay particular attention to..’) and the fulfilment of requirements
of Article 29. It takes into account all the relevant GAPs notified within the zone. Where different zonal
RMS are assigned products containing the same active substance within a zone, exchange of information is
recommended, even if no commenting period is provided or possible.
Where a GAP change is necessary, efficacy data addressing the revised GAP should be assessed. If not, only
information about resistance should be assessed in the efficacy section.
Where Cat. 4 product data have been accepted and submitted on time, the assessment should be undertaken
by the zonal RMS within 6 months after the submission of the dRR.
When necessary, and only w her e no new da ta a r e needed , the zonal RMS may consider r eques ting
fur ther infor m a tion or cla r ifica tion fr om the a pplica nt . As there is no legal provision to stop the
clock pending the submission of additional information, requesting further information may affect the ability
of the zonal RMS to deliver to target. They should quickly update cMSs of any impact on the assessment
timelines.
Aside the final RR, the zonal RMS should provide the lis t of s tudies r elied upon for the pr oduct
r enew a l.
It should be noted that when a zonal RMS assesses a product or a use not authorised in its national territory,
the assessment should be limited to evaluating the core dossier. The release of the final RR (i.e. the upload
of the final RR on CIRCABC25) should then trigger the evaluation in the cMSs.
3.8.

As s es s m ent by other M em ber Sta tes

The task of MSs within the 12- month period or a longer period in case an extension is granted under Article
43(6), referred to in Article 43(5) is to take a decision on whether or not to renew the authorisation in their
MS. See Appendix II.
Comparative assessment for products containing candidates for substitution will need to be conducted in all
cases by all MSs individually every time an application for renewal of authorisation is made. Such
assessments should address the criteria foreseen in Article 50(1).
The applicant should add a section to the application presenting the benefits of the products to be considered
by authorities when conducting comparative assessment with alternative control solutions. This should be
presented in the format of the template provided in the appendix to the Guidance document on Comparative
Assessment and Substitution of Plant Protection Products in accordance with Regulation (EC) No 1107/ 2009
(SANCO/ 11507/ 2013).
25

See Guideline for Post Annex I uploaders in Member States on managing Post Annex I inclusion documents on CIRCA BC
(SANCO/ 04846/ 2009 rev. 7)
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Further guidance on the procedures and various elements of comparative assessment are also provided in
the aforementioned Guidance Document on comparative assessment.
The list of all references relied upon as prepared by the zonal or inter- zonal RMS is considered a useful tool
in deciding on data protection. The precise data protection position will have to be determined by each MS
individually. Article 59(1) of Regulation (EC) No 1107/ 2009 provides for 30 months period of data
protection if the data were necessary and never previously protected26 for the renewal of an authorisation.
The duration of this period should start at the moment of the applicability of the decision on the renewal of
the authorisation (also in cases the submission of information takes place in two phases). Further guidance
on the procedures and policies surrounding various elements of data protection is provided in the Guidance
Document on data protection (SANCO/ 12576/ 2012) and the Guidance Document on preparing lists of test and study (see
section 3.1).
Authorisations of products for which a full data package or access to a full data package is not available at
that point shall not be renewed and will expire in line with Article 32. A grace period may be granted in
accordance with Article 46 by that MS.
3.9.

Tim elines

The zonal RMS should complete its assessment of the new information and provide the results to other MSs
in the same zone electronically (via CIRCABC) 6 months after the submission deadline for the renewal
application (this period includes a 3 week commenting time for the applicant and the MSs of the relevant
zone(s)). At the same time the results of its assessment should be communicated to the applicant. This allows
three months for the other MSs to conduct comparative assessment (if necessary) and to decide on the
renewal of their authorisations (see Appendix II). After every step in the procedure the EU PPP Application
management System should be updated respectively by the applicant or by the concerned MS to ensure all
parties are aware of the status of applications during the complete process.
According to Article 32(1) the duration of an authorisation of a product shall not exceed one year from the
date of the expiry of the approval of the active substance. For products with more than one active substance
this will be the expiry date of the approval that expires the earliest.
If in circumstances beyond the contr ol of the a pplica nt more time is required, MS should extend the
authorisation as provided for by Article 43(6) for the period necessary to complete the examination and to
adopt a renewal decision. Circumstances 'beyond the control of the applicant' are circumstances where the
applicant has not been able to complete the dossier (circumstances as listed under point 4 in chapter 3.5) or
where the MS is not able to complete the examination and to adopt a renewal decision within the prescribed
timeframe. zonal RMSs are encouraged to agree on common deadlines for products containing the same
active substances, when applying art. 43(6). These deadlines, where possible, should reflect the various
justifications for prolonging the existing authorisations, so the authorisation is prolonged only once before a
decision on renewal is made. cMSs s hould follow the decis ion m a de by the (zona l) RM S according
to art. 43(6) (see sections 3.7.2 and 3.7.3).
3.10. Delayed r enew al a uthor is a tion
Where the authorisation is extended as provided for by Article 43(6) each concerned MS must verify that
the existing authorisation complies with the conditions and restrictions in the regulation renewing the
approval as indicated in chapter 3.7.1 above. The zonal RMS should determine if all the new information
is submitted only with the exception of the data related to circumstances as listed under point 4 in chapter
3.5. In the case of extension no draft Registration Report for the product has to be submitted by the applicant
at the three months deadline. For detailed examples (“what is to be submitted when”) see Appendix III.
The data related to circumstances as listed under point 4 in chapter 3.5 should be submitted as soon as
26

The Guidance on Data Protection contains all the information regarding rules and cases where and how long studies may be prot ected. For
the interplay between data protection for new authorisations or renewal data protection, please refer to section 1.
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possible taking into account the time necessary to conduct the studies (generally within 2 years) to the zonal
RMS who will evaluate within 6 months after submission. All MS should then take a decision within 3
months. Only in exceptional cases and in agreement with the zonal RMS a different time period for
submission can be decided upon.
3.11. P r oducts conta ining m or e tha n one active s ubs ta nce
For products containing two or more active substances the applicant shall apply for a renewal of
authorisation after the renewal of each active substance contained in the PPP. This should be followed by
an evaluation/ assessment of the PPP authorisation by the MS(s) to ensure that the product still complies
with the requirements set by Article 29 of Regulation. As a consequence the PPP authorisation needs to be
renewed after the renewal of the approval of each active substance contained in the product, respectively.
However, if the PPP contains two or more active substances and the approval of the second active substance
expires within 12 months27 of the first one, the zonal RMS and MSs should evaluate the data submitted for
both active substances after the data for the second active substance are submitted. In this case the renewal
decision for the PPP shall be issued within 12 months from the renewal of the second active substance. Where
such an agreement has been reached, it is assumed on a general basis that there is no need to reconsider the
question where the expiry dates of the active substances are changed.
In this case, while an application is required after each active substance renewal, MS and applicant should
jointly agree that a dRR does not have to be submitted following the first active substance renewal (See
Appendix III, ex. PPP containing 2 AS’s for explanation of what information is required at which time
point). Therefore the dossier should address the guidance in place at the time of the second submission date.
This implies that where two different zonal RMS are assigned for a two- active- substance product, they
should liaise to agree which one will act as zonal RMS.
Articles 32 and 43 of the Regulation do not specify how the duration of the authorisation should be set in
the case of PPPs containing multiple active substances. In order to comply with the provisions of Article 32,
the renewed –or "extended"- authorisation should not exceed one year of the duration of the approval of
the next active substance to expire.
For products containing two or more active substances - and when the 1st substance is renewed- there is no
need to evaluate data related to the 2nd substance. For products containing two or more active substances and once the 2nd substance is renewed- there is no need to evaluate data related to the 1st substance because
this has already been performed in the frame of the re- authorisation of the PPP following the renewal of the
1 st active substance. Where necessary a combitox assessment should be performed.
For PPPs containing more than one active substance where an assessment of the application for renewal of
the authorisation will be carried out after the renewal of the approval of each active substance, each of these
renewals of authorisation may trigger data protection. In case the renewal of the authorisation will take place
only after the renewal of the second active substance, then the data protection will cover all the data
submitted at different time points but will only start from the date of the renewal of the authorisation.

27

A period of 12 months is appropriate because Article 43(5) stipulates that MSs shall decide on the renewal of an authorisation within 12
months.
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Appendix I
PROPOSED TEMPLATE FOR THE STUDY LIST IN ARTICLE 43 APPLICATIONS

Study title (if available ) or study
type

XX

Field trials…..

Study duration

Completion date/report Justification (including if study is a cat4 study)
number (if available)

2017-10-15

Efficacy data required following change in
endpoint for AI_ Cat 4 study
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Appendix III
EXAMPLES OF “WHAT TO BE PROVIDED WHEN BY THE APPLICANT/AUTHORISATION HOLDER”

PPP containing Scenario

2 active
substances
(expiry dates
within 1
year)**

All studies necessary
available at time of
application
“Cat 4” studies missing at
time of application

3 months after DoA of the 2nd 2 years☝︎ after DoA 2 years☝︎ after DoA
AS
of the 2nd AS*
of the 1st AS*

Application, all studies necessary,
dRR, statement of compliance

-

-

-

Application, all studies available,
study list (including timetable and
justification), statement of
compliance
Application, all studies necessary,
statement of compliance

-

“Cat. 4” studies ,
complete dRR

-

Application, all studies
necessary, complete dRR,
statement of compliance

-

-

Application, all studies
necessary, statement of
compliance

“Cat. 4” studies for the 1st active,
complete dRR

All studies necessary
available at time of
application for both active
substances
“Cat 4” studies missing at
Application, all studies available,
time of application for the 1st study list (including timetable and
nd
active, complete for the 2
justification), statement of
active
compliance
“Cat 4” studies missing at
Application, all studies necessary,
time of application for the statement of compliance
2nd active, complete for the
1st active
“Cat 4” studies missing at
Application, all studies available,
time of application for both study list (including timetable and
actives
justification), statement of
compliance

Application, all studies
available, study list (including
timetable and justification) ,
statement of compliance
Application, all studies
“Cat. 4” studies for
available, study list (including the 1st active
timetable and justification) ,
statement of compliance

“Cat. 4” studies for
the 2nd active ,
complete dRR
“Cat. 4” studies for
the 2nd active ,
complete dRR

☝ as soon as possible taking into account the time necessary to conduct the studies (e.g. 2 years)
* unless agreement by RMS and/or zRMS on a different time period for submission
** for actives with an expiry date >1 year: scenarios as for PPP containing 1 active have to be followed "Cat. 4" studies are data related to circumstances as listed under point 4
in chapter 3.5
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1 active
substance

3 months after DoA† of the 1st AS
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†

DoA refers to the date of application of the renewal regulation

Art. 43 Guidance Document SANCO/ 13170/ 2010 Rev.14

abbreviations

A

223

bbreviations

A/ G albumin/ globulin ratio • AAOEL Acute Acceptable Operator Exposure Level • ACh Acetylcholine • AChE
acetylcholinesterase • ADE actual dermal exposure • ADI acceptable daily intake • ADME Absorption, Distribution,
Metabolism, Excretion • AE acid equivalent • AE Assimilation efficiency • AEO Authorised economic operator • AF
assessment factor • Ai active ingredient (also “a.s.”) • ALD50 approximate median lethal dose, 50% • AOEL acceptable
operator exposure level • AOP Adverse Outcome Pathway • AP alkaline phosphatase • APDESK Applications Desk
(EFSA) •AR applied radioactivity •AR Androgen receptor •AR Application rate •ARfD acute reference dose •as (a.s.)
active substance •AST aspartate aminotransferase (SGOT) •ASV air saturation value •ATP Adaptation to Technical
Progress (CLP)• AUC Area Under the Curve • AV avoidance factor • BAF bioaccumulation factor • BB Body
burden •BBCH growth stages of mono- and dicotyledonous plants (“Biologische B undesanstalt, Bundessortenamt
und CHemische Industrie”, or originally: “Bayer, BASF, Ciba, Hoechst”) • BCF bioconcentration factor • BCD
Background Document (CLP) • BFA body fluid assay • BMD Benchmark dose • BMDL Benchmark dose (lower
confidence limit) • BMF Biomagnification Factor • BOD biological oxygen demand • BP boiling point • BPD Biocidal
Products Directive •BPR Biological Products Regulation •BSAF biota-sediment accumulation factor •BTSF Better training
for safer food • BUN blood urea nitrogen • BVL Federal office for consumer protection (Germany) • bw body
weight •C&L Classification and Labelling •CA Chemical Abstract •CA Concentration Addition •CA controlled
atmosphere •CA Competent authority •CAC Codex Alimentarius Commission •CADDY computer aided dossier
and data supply (an electronic dossier interchange and archiving format) •CAG Cumaltive Assessment Group • CAP
Common Agricultural Policy • CAS Chemical Abstract Service • CAR Competent Authority Report (➼CLH) • CBPV
Chronic bee paralysis virus •CC Completeness check •CCC Concordance Correlation Coefficient •CCD Colony collapse
disorder •CCGP Codex Committee on General Principles •CCPR Codex Committee on Pesticide Residues •cd candela
• CDA controlled drop(let) application • cDNA complementary DNA • CE Council of Europe • CEC cation exchange
capacity • CEC Commission of the European Communities • CEE Central and Eastern European • CEN European
Committee for Normalisation • CF Conceptual Framework • cf confer, compare to • CFU colony- forming units • ChE
cholinesterase • CI confidence interval • CIPAC Collaborative International Pesticide Analytical Council • CircaBC
Communication and Information Resource Centre for Administrations, Businesses and Citizens •CJEU Court of Justice of
the European Union •CL confidence limits •CLH Harmonised Classification & Labeling •CLP Classification, Labeling
and Packaging ( Regulation) •CMR Carcinogenic, Mutagenic or toxic for Reproduction •cMS Concerned Memberstate
(see Art.34-40) • CN Combined Nomenclature (EU Customs) • CNS central nervous system • COD chemical oxygen
demand •COM European Commission •CONTAM Contaminants Unit •COP Conference of Parties (to the Rotterdam
Convention) • CORDIS Community Research and Development Information Service • COREPER Comité des
Représentants Permanents •CRC Chemical Review Committee (of the Rotterdam Convention, see p.37) •CS Case Study
•CUS number Customs Union and Statistics number, identifier of ECICS database •cv coefficient of variation •Cv ceiling
value •CVED Common Veterinary Entry Document •CXL Codex MRL •
DA Dermal Absorption •DAA
days after application • DAR Draft Assessment Report • DAT days after treatment • DDD daily dietary dose •
DEE Daily energy expenditure • Defra Department for environment, food and rural affairs (UK) • DFR
Dislodgeable Foliar Residue • DG Directorate General • DGD Decision Guidance Document (Rotterdam
Convention, see p.37) •DIN German Institute for Standardisation •DIS draft international standard (ISO) •DM dry
matter •DNA Designated National Authority •DO dissolved oxygen •DOC dissolved organic carbon •DPD Dangerous
Preparations Directive • dpi days post inoculation • DRP detailed review paper (OECD) • DSC differential scanning
calorimetry • DSD Dangerous Substances Directive • DT 50 period required for 50 percent dissipation • DT 90 period
required for 90 percent dissipation •DVD Digital versatile disc or digital video disc •dw dry weight •dw Drinking
water •DWQG drinking water quality guidelines •DWR drinking water rates •EAS Endocrine active substance •
EATS Oestrogen, androgen, thyroid or steroidogenic • EbC50 effective concentration (biomass) •EC emulsifiable
concentrate • EC European Commission • EC Electron Capture (detection) • EC European Community • EC50
effective concentration • ECB European Chemicals Bureau (JRC) • ECCO European Commission Co-ordination • ECD
electron capture detector • ECE Economic Commission for Europe • ECETOC European Centre for Ecotoxicology and
Toxicology of Chemicals • ECHA European Chemicals Agency • ECICS European Customs Inventory of Chemical
Substances •ECJ European Court of Justice (formally: “Court of Justice”, part of CJEU) • ECx Concentration where x
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% effect was observed/ calculated •ED Endocrine disruptor •ED effective dose •ED 50 median effective dose •EDEXIM
European Database on Export and Import of Dangerous Chemicals • EDI estimated daily intake • EDTA Endocrine
Disruptors Testing and Assessment • EEA European Environment Agency • EEA European Economic Area • EEC
European Economic Community •EFB European Foulbrood •EFSA European Food Safety Authority •EFTA European
Free Trade Area •EHC Environmental Health Criteria •EINECS European Inventory of Existing Commercial Chemical
Substances •ELINCS European List of New Chemical Substances •ELink Linking Aquatic Exposure and Effects in the
Registration Procedure of Plant Protection Products (Brock et al., 2010a) • ELISA enzyme linked immunosorbent assay •
EMA European Medicines Agency (former acronym: EMEA) • EMDI estimated maximum daily intake • EMDI
estimated maximum daily intake •EMEA Former acronym of the European Medicines Agency. Current acronym is EMA
• EMRISK Emerging Risks Unit of EFSA • EMS Evaluating Member State • EN European norm • EP European
Parliament • EPCO EFSA Peer Review Co-Ordination • ePIC IT application for processing and management of legal
requirements of the PIC Regulation • EPMA electron probe micro- analysis • EPO European Patent Office • EPPO
European and Mediterranean Plant Protection Organisation • EQS Environmental Quality Standard • ER Oestrogen
receptor •ER 50 emergence rate/ effective rate, median • ERA Environmental Risk Assessment •ERC Ecotoxicologically
Relevant Concentration •ErC50 effective concentration (growth rate) •EREN Emerging Risks Exchange Network (EFSA)
• ERL extraneous residue limit • ERO Ecological Recovery Option • ETE Estimated theoretical exposure • ETO
Ecological Threshold Option • ETR Exposure-Toxicity Ratio • ETR HPG exposure toxicity ratio for effects on honeybee
hypopharygeal glands •ETR larvae exposure toxicity ratio for larvae •EU European Union •EUPHIDS European Pesticide
Hazard Information and Decision Support System • EURL European Reference Laboratory • EUROPOEM European
Predictive Operator Exposure Model • EUSES European Union system for the evaluation of substances • F field •f(twa)
time- weighted average factor •F0 parental generation •F1 filial generation, first (initial offspring generation) •F2 filial
generation, second •FAO Food and Agriculture Organisation of the United Nations •FBS full base set •FEED Feed
additives •FELS fish early-life stage •FFLC Fish full life cycle •FIA fluorescence immuno-assay •FID flame ionisation
detector •FIR Food intake rate •FIR food intake rate •Fmol fractional equivalent of the metabolite´s molecular weight
compared to the active substance • FOB functional observation battery • foc organic carbon factor (compartment
dependent) •FOCUS Forum for the Co-ordination of Pesticide Fate Models and their Use •Forum Forum for Exchange
of Information on Enforcement established by REACH • FP Framework Programme • fp freezing point • FPD flame
photometric detector • FQPA Food Quality Protection Act (US) • FRA Final Regulatory Action (PIC, Rotterdam Convention,
see p.37) • FRAC Fungicide Resistance Action Committee • FS Focal species • FVO Food and Veterinary Office •
GAP good agricultural practice •GATT General Agreement on Tariffs and Trade •GBP Good Beekeeping Practice
•GC gas chromatography •GC General Court (part of CJEU) •GCOS Global Climate Observing System •GCPF
Global Crop Protection Federation (formerly known as GIFAP), now named CropLife International •GD Guidance
Document • GEDD Global Environmental Data Directory • GEMS Global Environmental Monitoring System • GEP
Good Experimental Practice •GFP Good Field Practice •GGT gamma glutamyl transferase •GHS Global Harmonised
System (of Classification and Labelling of Chemicals, UNECE) • GI gastro-intestinal • GIFAP Groupement International des
Associations Nationales de Fabricants de • Produits Agrochimiques (later renamed GCPF, now CropLife International) • GIS
Geographic Information System •GIT gastro-intestinal tract •GL guideline level •GLC gas liquid chromatography •GLP
Good Laboratory Practice •GM geometric mean •GM Genetically modified •GMM genetically modified micro-organism
•GMO Genetically Modified Organisms •GPC gel-permeation chromatography •GPS Global Positioning System •GS
growth stage •gw Ground water • h hour(s) •H Henry’s Law constant (calculated as a unitless value) •ha hectare
•HARAP Higher-tier Aquatic Risk Assessment for Pesticides •Hb haemoglobin •HC5 concentration harmless to at
least 95 % of the species present with a given level of confidence (usually 95 % ) •Hct haematocrit •HCx Hazardous
concentration for x % of the species of a SSD • HD5 Hazardous dose to 5% of species • HDT highest dose tested •
HPG hypopharygeal glands •HPLC high pressure liquid chromatography or high performance liquid chromatography
•HPLC-MS high-pressure liquid chromatography–mass spectrometry •HQ hazard quotient •HR Highest Residue •HR
hazard rate •Ht haematocrit •HTS High Throughput Screening • HUSS human and use safety standard •I50 inhibitory
dose, 50% •IARC International Agency for Research on Cancer •IC50 median immobilisation concentration or median
inhibitory concentration 1 •ICCA International Council of Chemical Associations •ICM integrated crop management •
IEDI international estimated daily intake •IESTI international estimated short-term intake •IGR insect growth regulator
• im intramuscular • inh inhalation • ip intraperitoneal • IPCS International Programme on Chemical Safety • IPM
Integrated Pest Management •IPRs Intellectual property rights •IRAC Insecticide Resistance Action Committee •ISO
International Organisation for Standardisation • ISSN international standard serial number • IUCLID International
Uniform Chemical Information Database •IUPAC International Union of Pure and Applied Chemistry • iv intravenous
•JECFA Joint (FAO/ WHO) Expert Committee on Food Additives •JMP Joint Meeting on Pesticides (WHO/ FAO) •JMPR
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Joint Meeting on Pesticide Residues (of the FAO Panel of Experts on Pesticide Residues in Food and the Environment and
the WHO Expert Group on Pesticide Residues) •JRC Joint Research Centre - European Commission •k rate constant
for biodegradation • K Kelvin • Ka acid dissociation constant • Kads adsorption constant • Kb base dissociation
constant •Kdes apparent desorption coefficient •Kdoc organic carbon linear adsorption coefficient •KFoc Freundlich
organic carbon adsorption coefficient •kg kilogram • KH Henry´s Law constant (in atmosphere per cubic metre per
mole) •Koc organic carbon adsorption coefficient •Kom organic matter adsorption coefficient •Kow octanol-water
partition coefficient •Kp solid- water partition coefficient •kPa kilopascal(s) •
L litre •LAN local area network •
LBC loosely bound capacity •LC liquid chromatography • LC-MS liquid chromatography-mass spectrometry • LCMS-MS liquid chromatography with tandem mass spectrometry • LC50 lethal concentration, median • LCA life cycle
analysis •LD50 lethal dose, median; dosis letalis media •LDD50 lethal dietary dose; median •LDH lactate dehydrogenase •
LLHC5 Lower limit of the confidence interval of the hazardous concentration for 5 % of the species of a SSD • LOAEC
lowest observable adverse effect concentration •LOAEL lowest observable adverse effect level •LOD limit of detection •
LOEC Lowest Observed Effect Concentration • LOEL lowest observable effect level •LoEP List of Endpoints (see page 20)
•LoP Level of Protection •LOQ limit of quantification (determination) •LSC liquid scintillation counting or counter •LSD
least squared denominator multiple range test •LSS liquid scintillation spectrometry •LT lethal threshold •LT Long-term
• M Mechanistic • M molar • M/ L mixing and loading • MAC maximum allowable concentration • MAF
multiple application factor • MC moisture content • MCH mean corpuscular haemoglobin • MCHC mean
corpuscular haemoglobin concentration • MCRA Monte Carlo Risk Assessment • MCV mean corpuscular
volume • MDD Minimal Detectable Difference • MDL method detection limit • MFO mixed function oxidase • MG
Multi-generation • MHC moisture holding capacity • MIC minimum inhibitory concentration • MKC minimum killing
concentration • MLD minimum lethal dose • MLT median lethal time • MMAD mass median aerodynamic diameter •
MMGT Medaka Multi-generation Test • mN milli-Newton • MoE margin of exposure • mol mole(s) • MoS margin of
safety • mp melting point • MRE maximum residue expected • MRL Maximum Residue Levels • mRNA messenger
ribonucleic acid • MRR Maximum Recommended Application Rate • MS mass spectrometry • MS Member State •
MSCA Member State Competent Authority (under CLP) • MSD mass-selective detection • MSDS material safety data
sheet • MSs Member States • MT material test • MTD maximum tolerated dose • MW Molecular Weight • MWHC
maximum water-holding capacity • n number of observations • n- normal (defining isomeric configuration) • n.a.
not applicable • NAEL no adverse effect level • NAFTA North American Free Trade Agreement • NAP National
Action Plan •NCI National Cancer Institute (USA) •NCTR National Center for Toxicological Research (USA) •nd
not detected •NEDI national estimated daily intake •NEL no effect level •NERL no effect residue level •NESTI national
estimated short term intake • ng nanogram •NGO non-governmental organisation • NIR near-infrared-(spectroscopy) •
nm nanometer • NMDRC Non- monotonic dose response curves • NMR nuclear magnetic resonance •no, n° number •
NOAEC no observed adverse effect concentration •NOAEL no observed adverse effect level •NOEAEC No Observed
Ecologically Adverse Effect Concentration • NOEC No Observed Effect Concentration • NOED no observed effect dose
•NOEL no observed effect level •NOIS notice of intent to suspend •NONS Notification of New Substances (CLP) •NR
not reported •NRC National Research Council •NRL National Reference Laboratory • NTP US National Toxicology
Program • NVWA Food and Consumer Product Safety Authority (Netherlands) •
OC organic carbon content
• ODP ozone-depleting potential • ODS ozone-depleting substances • OECD Organisation for Economic Cooperation and Development • OEL occupational exposure limit • OHIM Office for the Harmonisation of the
Internal Market - European Observatory on Counterfeit and Piracy •OJ Official Journal •OLAF European Anti-Fraud
Office • OLIS On-line Information Service of OECD • OM organic matter content • OPPTS Office of Prevention,
Pesticides and Toxic Substances (US EPA) •OSPAR Oslo Paris Convention (Convention for the Protection of the Marine
•Environment of the North-East Atlantic) •OSR oilseed rape •Pa Pascal •PAFF - SC Plants, Animals, Food and
Feed Standing Committee (formerly known as SCoFCAH) • PBI Plant-back interval • PBT Persistent,
Bioaccumulative and Toxic • PCBs Polychlorinated biphenyls • PCTs Polychlorinated terphenyls • PCV
Haematocrit (packed corpuscular volume) • PD Proportion of different food types (or: composition of diet obtained
from treated area) •PEC Predicted environmental concentration •PEC air (or PECa) Predicted environmental concentration
in air • PECgw Predicted environmental concentration in groundwater • PECsed predicted environmental concentration in
sediment • PECsoil (or PEC s) predicted environmental concentration in soil • PECsoil (or PECs) predicted environmental
concentration in soil • PECsw predicted environmental concentration in surface water • PEIP Pesticides Effects on Insect
Pollinators • PER Proboscis extension reflex • PHED pesticide handler’s exposure data • PHI pre-harvest interval • PIC
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Prior Informed Consent (“Rotterdam Convention”) • pic phage inhibitory capacity •PIE potential inhalation exposure •
PIMS Pollination Information Management System •pKa negative logarithm (to the base 10) of the dissociation constant
• pKb negative logarithm (to the base 10) of the base dissociation constant • PLH Plant Health Unit of EFSA • PNEC
predicted no effect concentration (compartment added as subscript) •po by mouth (per os) •POM Particulate Organic Matter
• POPs Persistent Organic Pollutants • P ow partition coefficient between n- octanol and water (also “log Pow”) • PPAR
Peroxisome Proliferator-Activated Receptor • ppb parts per billion (10 -9 ) • PPE personal protective equipment • ppm
parts per million (10 - 6) • PPP Plant Protection Product • ppq parts per quadrillion (10 -24) • PPR (EFSA Panel on) Plant
Protection Products and their Residues •PRAPeR EFSA’s unit for the pesticide risk assessment peer-review •ppt parts per
trillion (10- 12 ) • PRC Principle Response Curve • PRL practical residue limit • PrT prothrombin time • PSC Pesticide
Steering Committee • PT proportion of diet obtained in the treated area • PT product type (as in BPR) • PTDI
provisional tolerable daily intake • PTT partial thromboplastin time •
QA quality assurance • QAU quality
assurance unit • QSAR quantitative structure–activity relationship • RA Risk Assessment • RAC European
Chemicals Agency Committee for Risk Assessment • RAC Regulatory Acceptable Concentration • RAW Risk
assessment workflow • RBA Relative binding affinity • RBC red blood cell • REACH Registration, Evaluation,
Authorisation of Chemicals Regulation • REI restricted entry interval • RENI Registry Nomenclature Information
System • REPRO Scientific Evaluation of Regulated Products • Rf retardation factor • RfD reference dose • RFID
Radio frequency identification •RH relative humidity •Ri Reliability Index •RIN Reference Identification Number (see
Communication 2011/ C 65/ 01) • RL 50 median residual lifetime • RMS Rapporteur Member State • ROI Return on
investment •RP reversed phase •RPE respiratory protective equipment •rRNA ribosomal ribonucleic acid •RRT relative
retention time •RSD relative standard deviation •RTECS Registry of Toxic Effects of Chemical Substances (USA) •rtER
rainbow trout oestrogen receptor • RUD Residue per unit dose S Solubility • S/ L short term to long term ratio • SAC
strong adsorption capacity •SAR Structure Activity Relationship •SAS Scientific Assessment Support Unit of EFSA •SC
suspension concentrate • sc subcutaneous • SCAS semi-continous activated sludge • SCCS Scientific Committee on
Consumer Safety •sce sister chromatid exchange •SCENIHR Scientific Committee on Emerging and Newly Identified
Health Risks • SCER Scientific Committee and Emerging Risks Unit • SCHER Scientific Committee on Health and
Environmental Risks •SCFCAH or SCoFCAH Standing Committee on the Food Chain and Animal Health (renamed in
2015 to SCoPAFF or PAFF Committee) • SCOM Scientific Committee Unit • SCP Scientific Committee on Plants •
SCTER smallest chronic toxicity exposure ratio (TER) • SD standard deviation • SDS Safety Data Sheet • se standard
error • SEM standard error of the mean • SEP standard evaluation procedure • SETAC Society of Environmental
Toxicology and Chemistry • SF safety factor • SFE supercritical fluid extraction • SFO single first-order • SG Steering
Group •SHPF severely hazardous pesticide formulation •SI International System of Units •SITC Standard International
Trade Classification •SME Small and Medium-sized Enterprise •SMEs Small and Medium-sized Enterprises •SMILES
simplified molecular- input line- entry system •SOP standard operating procedures •sp species (only after a generic name) •
SP Soil particle •SPE solid phase extraction •SPF specific pathogen free •SPG specific protection goal •spp subspecies •
SSD species sensitivity distribution •SSD Standard Sample Description • StaCG-ER Stakeholder Consultative Group on
Emerging Risks •STE Short-term exposure assessment •STEL short term exposure limit •STER smallest toxicity exposure
ratio (TER) • STMR supervised trials median residue • STOT RE (or SE) Specific Target Organ Toxicity- Repeated
Exposure (or Single Exposure) •STP sewage treatment plant •STTA Stably Transfected Transcriptional Activation •SUD
Sustainable Use Directive (Dir.2009/ 128) • SV Shortcut value •SVHC Substances of Very High Concern •SW Surface
water •T ½ half-life (define method of estimation) •T25 tumorigenic dose that causes tumours in 25 % of the test animals •
TADI Temporary Acceptable Daily Intake • TBC Tightly Bound Capacity • TCs Third counties • TDI Tolerable
Daily Intake • TEP typical end-use product •TER Toxicity exposure ratio • TER A Toxicity exposure ratio for acute
exposure • TER I Toxicity exposure ratio for initial exposure • TER LT Toxicity exposure ratio following chronic
exposure • TER ST Toxicity exposure ratio following repeated exposure • TF Task Force • TG technical guideline,
technical group •TGD Technical Guidance Document •TH Thyroid hormone •TK/ TD Toxicodynamics/ toxicokinetic
•TLC thin layer chromatography •Tlm median tolerance limit •TLV threshold limit value •TMDI theoretical maximum
daily intake • TMRC theoretical maximum residue contribution • TMRL temporary maximum residue limit • TNsG
technical notes for guidance • TOC total organic carbon • ToC Table of Content • ToR Terms of Reference • TR
Thyroid receptor • TRACES Trade control and expert system (of the European Commission) • Tremcard transport
emergency card • tRNA transfer ribonucleic acid • TRR total radioactive residue • TSCF transpiration stream
concentration factor • TSH thyroid- stimulating hormone (thyrotropin) • TU Toxic Unit • TUm Toxic Unit for mixtures
• TWA time- weighted average • UDS unscheduled DNA synthesis • UF uncertainty factor (safety factor) • ULV
ultra low volume •UN number Hazardous substance identification number • UNECE United Nations Economic
Commission for Europe •UNEP United Nations Environment Programs •UR unit risk •UVC unknown or variable
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composition, complex reaction products •UVCB undefined or variable composition, complex reaction products in biological
material •v/ v volume ratio (volume per volume) •VMG–Mamm The OECD Validation Management Group for
mammalian toxicity testing •vPvB Very persistent and very bioaccumulative •W/ S water/ sediment •w/ v weight
per unit volume •w/ w weight per unit weight •WBC white blood cell •WF Water flux •WFD Water Framework
Directive • WFP World Food Programme • WG water dispersible granule • WG Working Group • WHO
World Health Organisation • WHO World Health Organization • WoE Weight-of-evidence • WP Work
Package • wt weight • ww wet weight • ε decadic molar extinction coefficient • ε decadic molar extinction
coefficient •λ wavelength • g microgram
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