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1.  Legal Status 
 
This document describes the specific procedures as well as the national data 
requirements in order that applications for authorisation of plant protection 
products are processed according to articles βλάγιν articles 4ίά4β and articles 
4γά4η in εember States belonging to the Southern Zoneέ The EU guidance 
documents  SAσCτή1γ1θλήβί1ί Guidance document on zonal evaluation 
and mutual recognition under Regulation (EC) σo 11ίιήβίίλ and 
SAσCτήβί1ίή1γ1ιί Guidance Document on the Renewal of Authorisations 
according to Article 4γ of Regulation (EC) σo 11ίιήβίίλ are applicable in the 
εember States of the Southern Zone  
 
These procedures should be adopted in order to improve mutual recognition 
and facilitate the development of a registration workάsharing programmeέ 
 
This document has not been finalised in the Standing Committee on the Plant, 
Animals, Food and Feedέ However, it is intended to be used by the 
Competent Authorities of the εember States of the Southern Zoneέ 
 
2.  Introduction 
 
Before the adoption of Regulation (EC) 11ίιήβίίλ competent authorities of 
South εember States (SεS), given the limited resources available, made an 
effort on a voluntary basis to share and to mutually recognise the work for the 
risk assessment of plant protection products intended to be placed on the 
market orήand for the reάregistration of products following the inclusion of their 
active substances into Annex I of Directive λ1ή414ήEECέ 
 
Annex I of Regulation (EC) 11ίιήβίίλ defines the zones for the authorisation 
of plant protection products Within each zone it is assumed that the 
agricultural, plant health and environmental (including climatic) conditions are 
comparableέ(as it is indicated in Recital βλ of Regulation (EC) 11ίιήβίίλ), 
while for the uses in greenhouses, storage places, postάharvest and seed 
treatment it is assumed that there are no differences between the climatic and 
agronomic conditions throughout the EU, therefore for these uses EU is 
considered as one zoneέ 
 
Regulation (EC) 11ίιήβίίλ has also introduced a system of obligatory mutual 
recognition of authorisations between εS belonging to the same zone or even 
to other zones but in the latter case only on a voluntary basisέ 
 
The basic principle that is introduced with Regulation (EC) 11ίιήβίίλ is an 
enhanced cooperation between εS within each zone but also between zones 
in an effort to make efficient use of the available resources for the risk 
assessment of plant protection productsέ 
 
Certain parts of this document eέgέ national data requirements, mitigation 
measures acceptable at national level are applicable to applications made 
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under Regulation (EC) 11ίιήβίίλ also despite the fact that procedures for 
handling these applications are described in Guidance Document SAσCτ 
1γ1θλήβί1ίέ 
 
3. Zonal evaluation - Procedure (Article 33)  
 
3.1 Appointment of zRMS and contacts with applicants 
 
It is the competence of the steering group of SεS (SεSάSC) (see below) to 
appoint zonal rapporteurs (zRεS) for products containing a specific 
substanceέ For the efficiency of the system the following procedure and 
timeframe is agreedέ 
 
Southern εember States (SεS) accept to be ZRεS following the proposal of 
the applicant and based on their capacities, majority of SεS take the 
applications in order of their arrivalέ  
 
ZRεS informs applicant on the expected date for starting the evaluationέ 
Applicants should avoid applications only for one εS, except in case of 
extension of uses for minor usesέ  
 
When applicants did not receive a positive answer from the ZRεS the 
allocation of the ZRεS is established by the SεSάSCέ 
 
ZRεS shall update excel table available in CIRCABC [Group of interest PPP 
Zonal > Library > Zonal Steering Committee South > Application tables]μ “New 
application+Label Extension_SouthMS. xlsx” until the Plant Protection 
Products Application εanagement System PPPAεS will be availableέ 
 
3.2 Pre-submission meetings  
 
Following the acceptance of the ZRεS (see point γέ1) applicants could 
contact the zRεS to get details about the organisation of the project or to ask 
for a preάsubmission meeting to be organised to streamline the submission of 
dossiersέ ZRεS are not obliged to do preάsubmission meeting, criteria for the 
acceptance of a preάsubmission meeting are established by each SεSέ 
Physical meetings can be replaced by call conferences or mail exchanges to 
validate specific mattersέ 
 
Before a preάsubmission meeting is organised it is expected by applicants to 
raise specific questions on scientificήtechnical matters related to their intended 
applicationsέ Availability of a first draft of the dRR at this stage is desirable in 
order to streamline the discussions and to solve at an early stage any 
outstanding questionsέ In that context, pre-submission meetings are 
recommended to take place at least 6 months before the actual 
submission of dossiersέ 
 
ZRεS is responsible to make a completeness check of the dossier once it is 
submittedέ 
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Only complete applications are admitted for detailed evaluation. ZRMS 
will inform applicants and SMS of incomplete dossiers. In those cases in 
which the dossier is considered incomplete no time for completion is 
foreseen and a new submission is required. 
 
3.3 Risk assessment 
 
Applicants shall include all the uses for which an authorization is applied for in 
SεS in the DRR, although only the authorization of some of them is 
requested in the ZRεSέ  
 
ZRεS will evaluate all the uses for which a decision shall be taken in the εS 
of the zone, although applicant only applies for the authorization of some of 
the uses in the ZRεSέ Following the completeness check of the dossier a 
detailed evaluation of the data submitted is conducted by the zRεSέ 
 
The procedure followed is specified by the individual εS and in that context 
applicants are invited to have close contacts with the ZRεSέ  
 
Risk assessment of individual tests and studies is presented in the form of a 
Registration Report as it is described in SAσTEήθκληήβίίλ (revέ 1) ι τctober 
βί1θ Guidance document on the presentation and evaluation of dossiers 
according to annex III of Directive λ1ή414ήEEC in the format of a (draft) 
Registration Report1 
[httpμήήecέeuropaέeuήfoodήsitesήfoodήfilesήplantήdocsήpesticides_ppp_appά
proc_guide_doss_regάreportάdraftέzip] 
 
The registration report shall take into account all intended uses in SεS and it 
is focused on the worst case usesήscenarios (applicable for all sections except 
for efficacy)έ Predictably, there will be cases in which more than one worstά
case scenario existέ  
 
To facilitate mutual acceptance and understanding it is agreed that 
Registration Reports should be prepared in Englishέ 
 
τnce the risk assessment is completed the zRεS is making available parts B 
and C of the dRR along with the reporting table (Appendix I: REPORTING 
TABLE (TRADE NAME) zRMS (MEMBER STATE)) to the other εS of the 
zone for comments, uploading these documents  on CIRCABCέ In that respect 
the zRεS is sending an email message to the contact points (Appendix III: 
Contact points) of the other SεS in the agreed standardised format 
(Appendix II: Emailing standards)έ In parallel, the dRR is made available to 
the applicant for providing his comments on thatέ 
 
It is agreed that part B and C of the dRR are made available for comments to 
the other εS and the applicant at least κ months after the submission of 
applicationέ If during this period ZRεS considers necessary the requirement 
of additional informationήdataήstudies, ZRεS shall communicate it to the 
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applicant, a report explaining the reason for the requirements should be 
produced by ZRεS and a deadline for submission of the additional 
informationήdataήstudies shall be established by the ZRεSέ This deadline shall 
not be superior than θ monthsέ Immediately ZRεS will inform the other SεS 
of that the clock of the assessment procedure has been stopped, this will be 
made electronically by email, updating the Excel tables or using the Plant 
Protection Products Application εanagement System PPPAεS when 
available  
 
Comments by εS as well as the applicant on the dRR are submitted within θ 
weeks to the zonal contact points of the ZRεS (Appendix III: Contact 
points) by filling the appropriate column of the reporting tableέ No additional 
studies/data will be accepted during and /or after the commenting 
period, applicant only can comment on “factual issues” and reasons 
and justifications can be submitted. Following the receipt of comments the 
zRεS shall consider all the comments and shall answer them in the reporting 
tableέ When there are different opinions between ZRεS and a εS on a 
specific point that could change final decision, bilateral contacts between 
ZRεS and the εS shall be taken in order to approach positionsέ  
 
3.4 Taking a decision 
 
In the light of the risk assessment conducted, the zRεS takes a decision as 
soon as possible (max 1 year after application + any stopάtheάclock period up 
to 1κί days)έ The decision along with part A, and final B and C of the RR and 
the approved label is uploaded on CIRCABC for information of the other SεSέ  
 
An email message is sent to the contact points of the other SεS informing 
them about the availability of these documentsέ The applicant receives a copy 
of the files that have been uploaded on CIRCABCέ 
 
The zonal RεS may grant or refuse the authorisation, and this decision shall 
be made available to the other εS in the zone by the inclusion of the official 
decision in the PART A of the RRέ Either way, the conclusions of the 
assessment of the zonal RεS should still be used by the concerned εS as 
the basis for their decisionsέ Therefore, if the zonal RεS has come to the 
unambiguous conclusion that the use of a given plant protection product is 
acceptable in the zone in principle, but not in its own territory for conditions 
specific on that territory, this conclusion should be considered a positive 
assessment by the "zonal Rapporteur"έ τn the basis of this positive 
assessment the εember States in the zone to which an application was sent 
shall grant authorisations unless the provisions of Article γθ(γ) are applicableέ 
 
The competent authorities of the other SεS take their own decisions within 
1βί days on the basis of the risk assessment conducted and the decision 
taken by the zRεS and their national conditionsέ 
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Because data protection is decided at national level under Regulation (EC) 
σo 11ίιήβίίλ the ZRεS will not be able to conclude on data protection for all 
studies to be submitted and for all εSsέ  
 
 
4. Data requirements 
 
4.1 EU data requirements and guidance documents 
 
Applicants are expected to submit a full dossier covering all points as 
requested by Article γγ of Regulation (EC) 11ίιήβίίλ and following 
Commission regulation (EU) σo βκ4ήβί1γ of 1 εarch βί1γέ For some 
sections and this is in particular the case for the fate Τ behaviour in the 
environment as well as ecotoxicology, it might be that applicants submit data 
related to the active substance (Regulation (EU) σo βκγήβί1γ) to cover the 
specific requirementsέ The submission and evaluation of this new active 
substance  data (Reg EU No 283/2013) should be justified according to 
the Guidance Document SANCO 10328/2004έ 
 
If for a particular point the applicant claims that this is not necessary or that 
data already exist that are out of protection, a justification shall be provided in 
the respective point of the dRRέ 
 
It is generally agreed that the latest version of the EU guidance documents in 
force at the time of submission of the dossier should be used by applicants, 
provided that the use of the latest version of the EU guidance does not 
contradict the EU guidance used in the evaluation for approval of the active 
substanceέ σevertheless, in order to avoid unnecessary testing or repetition of 
tests applications made based on earlier versions of guidance documents 
might be accepted if there is a scientific justification for that and the 
justification  is accepted by the rapporteurέ Applicants are strongly 
recommended to contact zRεS in order to discuss these cases before 
starting the preparation of dossiersέ 
 
4.2 Efficacy data requirements and guidance documents 
 
Efficacy evaluation of PPP in SεS is made according to the EPPτ standardsέ 
Applicants shall take into consideration the EPPτ standard PP 1ήβ41 
Guidance on comparable climates, which provides guidance to regulatory 
authorities and applicants in determining comparability of climatic conditions 
between geographical areas where efficacy evaluation trials on plant 
protection products are performedέ It describes in particular four climatic 
zones in the EPPτ region, within each of which climatic conditions may be 
considered comparableέ 
 
It is recognised that the EPPτ climatic zones do not match with the regulatory 
EU zones defined in the Regulation 11ίιήβίίλ and applicants shall take this 
into consideration when preparing the efficacy data packageέ 
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As it is shown in the above figure, EU SεS includes three EPPτ Zonesμ 
• εaritimeν 
• εediterraneanν 
• SouthάEastέ 

 
EPPτ Standard PP 1ήββθ Number of efficacy trials provides guidance on the 
number of trials in target crops needed to demonstrate the efficacy of a plant 
protection product at the recommended doseέ Where authorization is sought 
across a range of diverse conditions, such as across an authorization zone 
(PP 1ήβικ Principles of zonal data production and evaluation), then the 
number of trials conducted may need to increaseέ These trials should be done 
across the range of climatic and environmental conditions likely to be 
encountered, and over at least β yearsέ  
 
When the application of the authorization of a PPP is in SεSs that belongs to 
different EPPτ climatic zones, applicants shall submit sufficient efficacy trials 
in all the EPPτ climatic zonesέ Data from different EPPτ climatic zones 
should be presented separately in the core dRRέ  ZRεS shall evaluate all the 
efficacy trials although ZRεS does not belong to some of the EPPτ zonesέ 
Conclusion of the ZRεS will include considerations on the number of trials  
and shall be based on sufficient efficacy trials to demonstrate the efficacy in 
the different climatic EPPτ zones of the EUάSεSέ 
 
As a general approach according to the  EPPτ Standard PP 1ήββθ(β) Number 
of efficacy trials the following number of trials are required for each EPPτ 
zone in SεSsμ 
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Table 1. Basic number of direct efficacy trials in an area of similar 
conditions required. Extracted from EPPO Standard PP 1/226 (2) Number 
of efficacy trials 
 Fully supportive results required 
εajor pest on major crop 1ί (range θ–1η) 
εinor uses γ (range β–θ) 
εajor pestν protected conditions θ (range 4–κ) 
 
In some situations, there may be scientific arguments which could allow to 
perform a lower number of trials  and a case may be made for thisέ For more 
details, refer to the 4 bullet points in EPPτ Standard PP 1ήββθ Number of 
efficacy trials, section on “Reduced number of trials”έ 
 
SεSs have agreed a position on efficacy section, this position is described in 
Appendix VIII: GENERAL CONSENSUS ON EFFICACY SECTION IN THE 
SMSέ  
 
This SεSs positon on efficacy section is based on the efficacy evaluators’ 
experience on evaluation during the last years and the consensus points of 
the outputs of their annual εeetings (Paris, βί1ην Athens βί1θν εadrid βί1ι)έ 
The position was circulated among the efficacy experts of SεS to progress in 
the harmonization of efficacy risk assessmentέ It includes also lines of future 
work among SεS in order to reach a harmonized approach for zonal 
evaluations were identifiedέ  
 
4.3 National data requirements 
 
Despite the fact that data requirements for plant protection products are 
described in detail in the Implementing Regulation (EC) nέº βκ4ήβί1γ covering 
all sections of dossiers, there are environmental conditions orήand agricultural 
practices that are specific to each εSέ 
 
It is therefore necessary in order to ensure a high level of protection for 
humans and the environment that each εS sets and makes publicly available 
the national data requirements and the conditions under which the relevant 
data should be submittedέ 
 
In Appendix IV: National data requirements for dossiers of plant 
protection products these national data requirements are describedέ 
Applicants are invited to consult this section of the document before they start 
preparing their dossiers for the registration or reάregistration of a PPPέ 
 
Comparative assessment for products containing actives candidates for 
substitution shall be conducted in all cases by all εSs individually every time 
an application for renewal of authorisation is madeέ Such assessments should 
address the criteria foreseen in Article ηί(1)έ ZRεS can circulate, only for 
information, its Comparative assessment when starting the commenting 
roundέ 
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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 solutionsέ  
 
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) 
σo 11ίιήβίίλ (SAσCτή11ηίιήβί1γ) or using the σational Guidance 
Documents that each SεS have developed (Appendix IV: National data 
requirements for dossiers of plant protection products). Applicant should 
then submit Comparative assessment in compliance with the existing national 
guidelines, and including national specificities (templates, comparative 
assessment taking into account national registered PPP, etcέ) 
 
4.4 Mitigation measures accepted by each MS of the southern zone 
 
To minimise the risk for humans orήand the environment from the use of PPPs 
there are available different optionsέ Risk mitigation measures are left to the 
individual εSέ σevertheless, it is important for applicants to know in advance 
the mitigation measures that are accepted by each εS in order to prepare 
their dossiers accordinglyέ In Appendix V: List of mitigation options 
accepted in the countries belonging to the southern zone the mitigation 
options accepted by each εS are presentedέ 
 
SεSs have developed a document with the basis for refinements in southern 
zone for the risk assessment on birds and mammals of the use of PPPέ This 
document is based on the experience of the last years and the outputs were 
circulated among the experts of SεS to progress in the harmonization of risk 
assessment and risk management and also lines of future work among SεS 
in order to reach a harmonized approach for zonal evaluations were identifiedέ 
The conclusion of the discussions are listed in (Appendix VI: BASIS FOR 
REFINEMENTS IN SOUTHERN ZONE FOR THE RISK ASSESSMENT ON 
BIRDS AND MAMMALS OF THE USE OF PPP)έ 
 
5. Renewal of authorisations -  Procedure (Article 43) 
 
The EU guidance document  SAσCτήβί1ίή1γ1ιί Guidance Document on the 
Renewal of Authorisations according to Article 4γ of Regulation (EC) σo 
11ίιήβίίλ are applicable in the εember States of the Southern Zone 
 
5.1 Appointment of zRMS and contacts with applicants 
 
SεSs have developed an Excel Table to be filled in by Registration Holders 
with their intentions for renewal of authorization of PPPέ Registration holders 
of PPP authorized in SεS will be asked for the submission of details of their 
intention for the renewal of authorization of the PPP at the latest once the 
EFSA opinion on the peer review for the renewal of the active substance has 
been publishedέ With this information, registration holders will submit their 
proposals of ZRεSέ It is encouraged registration holders to coordinate inside 
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the companies the submission of the information in order to avoid 
duplicationsέ 
 
τnce all the information is received, SεS SC allocate the ZRεSέ Criteria 
taken into account in the allocation of ZRεS are the followingμ 
 

• Proposal of the applicantν 
• PPP shall be registered in the ZRεSν 
• Capacities and available resources of the εSν 
• Applicability of the risk envelope strategy between applicationsέ 

 
Final allocation of ZRεS is available in the excel table in CIRCABC in the 
following routeμ δibrary ρ Expert Groups and τngoing Projects ρ Zonal 
Evaluation and εutual Recognition ρ Steering Group South ρ Application 
tablesέ 
 
AIR IIμ Art4γάAIRβάrenewal productsάSouthεSέxls 
AIR IIIμ Art4γάAIRγάrenewalάSouthεSέxlsx 
 
τnce the allocation of ZRεS has been agreed in the SεS SC each ZRεS is 
responsible to inform registration holders about the allocation of ZRεSέ 
 
5.2 Submission of applications 
 
Within γ months of the date of application 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 εS where they have an existing authorisation and wish to renew itέ  
 
An application to renew the authorisation should include (according to Article 
4γ(β))μ 

• A copy of the authorisationν 

• Any new information required as a result of amendments in data 
requirements, guidance in place by the time of the application date and 
criteria (changes to endpoints arising from the active substance 
renewal)ν 

• Evidenceήjustification that the new data submitted are the result of data 
requirements, new guidance 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 approvalν 

• 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 substanceν 

• A report on the monitoring information, where the authorisation was 
subject to monitoringν 



Revision ιέ1 August βί1κ 

11 

• A comparative assessment dossier should be submitted according to 
the relevant guidance, where necessaryέ 

 
Furthermore, applicants should submit the following information to the ZRεS 
in southern Zoneμ 
 

 δist of the authorised GAPs of the PPP in each SεS (in English)ν 
 

 A signed declaration by the registration holder confirming that the 
authorised PPP and uses are in compliance with the conditions and 
restrictions of the renewal of approval of the active substanceν 

 
 A signed declaration by the manufacturer that there has not been any 

modification with regard to the composition of the authorized product 
under uniform principles, or justification of the need to make a minor 
change due to the renewal of the approval of the activeν 

 
 Updated DRR (Part Aν B and C) indicating where there is new 

information not previously reviewed in the zone 
 

 Justification for each data point for which not all information can be 
submittedν 

 
 δist of catέ 4 studies and submission date and justification for each of 

them with a proof that the studies have been initiated or commissionedν 
 

 A statement confirming accessing to Annex II dataέ 
(SAσCτή1ίιλθήβίίγ)   
 

Appendix VII: CoCh REPORT of this guidance includes the CoCh Report 
template that shall’ be used by the applicants in their submission and by the 
ZRεSέ 
 
ZRεS will evaluate the completeness of the dossier, all the information and 
justifications required shall be submitted, CoCh Report (Appendix VII) will be 
produced by the ZRεS and distributed by email to all the contact points in the 
SεSέ The conclusion of the acceptance of category 4 studies of the ZRεS 
will be followed and accepted by the cεS in the Southern Zoneέ In cases 
where the plant protection product contains two or more active substances 
and the approval of the second active substances expire within 1β months  of 
the first one, the DRR and the dossier shall be submitted γ months after the 
entry into force of the renewal of the second active substances, this is 
applicable also in the case of the submission of cat 4 studiesέIf Cat 4 studies 
are accepted this shall be immediately informed to the cεS in the zone (using 
the CoCh Report)έ The date of finalization of the cat 4 studies shall be 
indicated in the CoCh report and the date of DRR submission should be 
based upon the date the latest study available + γ monthsέ The need for an 
extension of the authorisation is stated (up to η years or till the renewal of the 
PPP)έ 
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If the catέ4 studies are not accepted or conditions of the application under 
article 4γ are not satisfied the applicant can be given an extra γ months to 
react and to submit an amended DRRέ If after this γ months no information is 
submitted or the conditions of application under article 4γ are still not satisfied, 
the application shall be rejected and zRεS should inform the other εSs via 
email using the CoCh Reportέ 
 
The data matching table will be assessed by the RεS of the active substance 
in the conditions described in the EU guidance document 
SAσCτήβί1ίή1γ1ιίέ 
 
If no dossier is submitted for the PPP, the authorization will expire in line with 
article γβ, iέeέ one year after the entry into force of the renewal regulation of 
the aέsέ 
 
There is no “stop the clock” under Artέ 4γ but a zRεS may request information 
or clarification but should not  request or accept new studiesέ 
 
5.3 Risk assessment 
 
Applicants shall include all the uses for which a renewal of authorization is 
applied for in SεS in the DRR, although only the renewal of the authorization 
of some of them is requested in the ZRεSέ ZRεS will evaluate all the uses for 
which a decision shall be taken in the εS of the zone, although applicant only 
applies for the renewal of authorization of some of the uses in the ZRεSέ  
 
Following the completeness check of the dossier, ZRεS will evaluate only the 
new information included in the DRR and marked in yellow by the applicantέ 
For products containing two or more active substances άand when the 1st 
substance is renewedά data related to the βnd substance will not be 
evaluatedέ ZRεS will include a statement in the DRRέ 
 
Risk assessment of individual tests and studies is presented in the form of a 
Registration Report as it is described in SAσTEήθκληήβίίλ Guidance 
document on the presentation and evaluation of dossiers according to annex 
III of Directive λ1ή414ήEEC in the format of a (draft) Registration Reportμ 
 
 [httpμήήecέeuropaέeuήfoodήsitesήfoodήfilesήplantήdocsήpesticides_ppp_appά
proc_guide_doss_regάreportάdraftέzip] 
 
The registration report shall take into account all registered uses in SεS and it 
is focused on the worst case usesήscenarios (for all sections except efficacy)έ 
Predictably, there will be cases in which more than one worst case scenarios 
existέ  
 
For efficacy section, in the cases that there is no change in the GAP, 
compared with the already registered uses under Uniform Principles, no 
efficacy evaluation will be conducted by the zRεS, hence a complete efficacy 
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data package is not required, only an update on the assessment of the risk of 
appearance of resistances is considered necessaryέ  
 
σew efficacy trials are not necessary in the following casesμ 

ά The dose is changed within the authorised range in the zone (additional 
data could be required case by case) 

ά Reduction of number of applications in the zone 
ά Change of application time within the period of application already 

authorized in the zone  
 

In the three cases mentioned above, applicants shall provide a dRR (the 
available voluntary worksharing FRR, from the evaluation according to 
Uniform Principles) with a complete efficacy section highlighting only the new 
information (iέeέ resistance update or data supporting the GAP change)έ 
 
In case of an existing RR from authorities (in English), it is advised to submit 
an update of this existing RRέ 
 
Where a GAP change is necessary (due to change of endpoint in active 
substance renewal, typically dose reduction linked to risk assessment), 
efficacy data addressing the revised GAP should be assessed (reduced 
dataset with dose comparison, only on majorήrepresentative uses could be 
submitted) and update of the resistance statusέ 
 
To facilitate mutual acceptance and understanding it is agreed that 
Registration Reports should be prepared in Englishέ 
 
τnce the risk assessment is completed the zRεS is making available parts B 
and C of the dRR along with the reporting table (Appendix I) to the other εS 
of the zone for comments by uploading these documents on CIRCABCέ In that 
respect the zRεS is sending an email message to the contact points 
(Appendix III) of the other SεS in the agreed standardised format (Appendix 
II)έ In parallel, the dRR is made available to the applicant for providing his 
comments on thatέ 
 
It is agreed that part B and C of the dRR are made available for comments to 
the other εS and the applicant at least 4 months after the application has 
been declared completeέ If during this period ZRεS considers necessary the 
requirement of additional informationήdataήstudies, ZRεS shall communicate it 
to the applicant, a report explaining the reason for the requirements should be 
produced by ZRεS and a deadline for submission of the additional 
informationήdataήstudies shall be established by the ZRεSέ Under the 
procedure of Art 4γ it is not possible to stop the clock of the assessmentέ 
 
Comments by εS as well as the applicant on the dRR are submitted within 3 
weeks to the zonal contact points of the ZRεS (Appendix III) by filling the 
appropriate column of the reporting tableέ σo additional studiesήdata will be 
accepted during and ήor after the commenting period, applicant only can 
comment on “factual issues” and reasons and justifications can be submittedέ 
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Following the receipt of comments the zRεS shall consider and answer all the 
comments in the reporting tableέ When there are different opinions between 
ZRεS and a εS on a specific point that could change final decision, bilateral 
contacts between ZRεS and the εS shall be taken in order to approach 
positionsέ  
 
5.4 Taking a decision 
 
In the light of the risk assessment conducted the zRεS takes a decision in 6 
months from the application date (or from the dRR+cat.4 study 
submission date)έ The decision along with part A, B and C of the RR and the 
approved label is uploaded on CIRCABC for information of the other SεSέ An 
email message is sent to the contact points of the other SεS informing them 
about the availability of these documentsέ The applicant receives a copy of the 
files on CIRCABCέ 
 
The zonal RεS may grant or refuse the authorisation, and this decision shall 
be made available to the other εS in the zone by the inclusion of the official 
decision in the PART A of the RRέ Either way, the conclusions of the 
assessment of the zonal RεS should still be used by the concerned εS as 
the basis for their decisionsέ Therefore, if the zonal RεS has come to the 
unambiguous conclusion that the use of a given plant protection product is 
acceptable in the zone in principle, but not in its own territory for conditions 
specific on that territory, this conclusion should be considered a positive 
assessment by the "zonal Rapporteur"έ τn the basis of this positive 
assessment the εember States in the zone to which an application was sent 
shall grant authorisations unless the provisions of Article γθ(γ) are applicableέ 
 
The competent authorities of the other SεS take their own decisions within λί 
dayson the basis of the risk assessment and the decision conducted by the 
zRεS and their national conditionsέ 
 
Comparative assessment for products containing active substances 
candidates for substitution shall be conducted in all cases by all εSs 
individually every time an application for renewal of authorisation is madeέ 
Such assessments should address the criteria foreseen in Article ηί(1)έ 
 
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 solutionsέ  
 
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) 
σo 11ίιήβίίλ (SAσCτή11ηίιήβί1γ) or using the σational Guidance 
Documents that each SεS have developed (Appendix IV). 
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TRADE σAεEήCτDE ACTIVE SUBSTAσCE 1η SτUTHERσ RεS μ  VERSIτσήDATE 

Appendix I: REPORTING TABLE (TRADE NAME) zRMS (MEMBER STATE) 
 
 

Data 
point 

Member 
State/ 

Industry 

Comment Reply of responsible subgroup 

dRR  - overall GENERAL COMMENTS 

    
    
dRR – Part A 

    
    
dRR – Part B 

Section B.0 – Product background, regulatory context and GAP information 

    
    
Section B.1 – Identity: Section B.2: Physical and chemical properties; Section B.4: Other information 

    
    
Section B.3 – Efficacy data and information  

    
    
Section B.5 – Analytical Methods  
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TRADE σAεEήCτDE ACTIVE SUBSTAσCE 1θ SτUTHERσ RεS μ  VERSIτσήDATE 

Data 
point 

Member 
State/ 

Industry 

Comment Reply of responsible subgroup 

    
Section B.6 - Mammalian Toxicology   

    
    
Section B.7 – Metabolism and Residues 

    
    
Section B.8 – Environmental Fate  

    
    
Section B.9 - Ecotoxicology 

    
    
Section B.10 - Groundwater Metabolites 

    
    
Part C 
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Appendix II: Emailing standards  
 
(… Standard format for naming e-mails in the zonal procedures? Use similar rules as for 

naming documents on CIRCA? There is need to identify these emails easily within the 

daily amount of received emails. (point by SK, see documents attached) …) 

 
As amount of notification on commenting period is anticipated, standard 
naming of eάmails in „Subject“ of eάmails can ease sorting and identifying 
actions that need to be done in quite short and strict deadlines set by 
Regulation 11ίιήβίίλέ 
 
σotification eάmails are sent to all contact points as they are published at web 
(httpμήήecέeuropaέeuήfoodήplantήprotectionήevaluationήdirλ1ά414eec_enέhtm, 
column “K” “ZonalήInterzonal”), not only to one per member stateέ 
 
Identification of possible types of notification: 
Description e-mail subject 
commenting period for dRR (as prepared by zRεS) has 
started (deadline θ weeks) 

dRR commenting 

reply from concerned member state to dRR (as prepared by 
zRεS) 

reply to dRR 

final RR uploaded to CIRCA by zRεS final RR 
…  
 
Every submitted application should go through all (three) types of notifications 
as stated aboveέ 
 
Identification of possible types of application submitted by companies: 
Description e-mail subject 
authorisation of new plant protection product new product 
equivalenceήnew source of active substance equivalence 
extension of use (crop, pest) extension 
minor use minor use 
change in composition composition 

change 
reάregistration (STEP II) reάregistration 
…  
 
Naming convention (based on SANCO/04846/2009 rev. 7)  
Subject of e-mail: 

Generalμ 
1) The posted documents are Word versions 
β) The words in the document name are separated by spaces 
γ) Following order is respected (only relevant wording will be mentioned in 

the document name)μ 
a) Type of notification 
b) Type of application 
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c) σame of the product typed by UPPER CASEέ In case active 
substance is concerned, then name of active substance typed by 
lower case. 

Specificμ 
The official English name is used for active substanceέ 

 
Body of e-mail (based on CRD): 

Dear εS zonal contacts, 
The (MS) would like to inform you that the evaluation (dRR) of the following 
has been finalisedμ 

Product name (product 
code) 

 

Active substances  
Applicant   
Application reference code 
of zRεS (if available) 

 

Application for (type of 
application) 

 

Concerned member states  
Direct link to the 
completed assessment 
uploaded to CIRCA 

 

Direct link to part C 
uploaded to CIRCA 

 

θ weeks deadline for 
comments 

 

 
Please note that any comments submitted after the above deadline may not 
be acceptedέ 

 
Concrete naming conventions and examples 
Subject of eάmailμ 
“dRR commenting_new product_FAδCτσ 4θί EC” 
“final RR_equivalence_nicosulfuron” 
… 
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Appendix III: Contact points 
 

CONTACT POINTS OF SMS   
 

Member State 
 

Contact Point 

BULGARIA Authorityμ Bulgarian Food Safety Agency  
Plant Protection Products Directorate 
Address: 1ι, Hristo Botev Blvd, 1θίθ Sofia, BUδGARIA  
 
Title, Name and Surnameμ εrs Kalinka εarinova 
e-mailμ kp_marinova@bfsaέbg 
Title, Name and Surname: Mr Zdravko Popdimitrow 
eάmailμ z_popdimitrov@bfsaέbg 
Title, Name and Surnameμ Petya Grigorova 
e-mailμ pέgrigorova@bfsaέbg 
Prz@bfsaέbg 
 
 
Authorityμ Risk Assessment Center on Food Chain 
(RACFCh) 
Plant Protection Products, Active Substances, Safeners 
and Synergists Directorate  
Address: 1γθ, Tsar Boris III Blvd, 1θ1κ Sofia, BUδGARIA 
 
Title, Name and Surnameμ εrsέ σevena Petrova 
e-mailμ σPPetrova@mzhέgovernmentέbg 
Tel. +γηλκκκι1ιθ4λ 
 
Title, Name and Surnameμ εrsέ δilyana Peneva 
Address: 1γθ, Tsar Boris III Blvd, 1θ1κ Sofia, BUδGARIA 
e-mailμ lpeneva@mzhέgovernmentέbg 

 
 

CROATIA  Title, Name and Surname:  
PhέDέ Gorana Peček  
εs Žana Žalac  
εs εirela Šarčević 
Authority: εinistry of Agriculture 
Address: Ulica grada Vukovara ικ, 1ίίίί Zagreb, 
Croatia  
Tel: +γκη 1 θ1ί ληίλ (Gorana Peček) 
       +γκη 1 θ1ί λθγθ (Žana Žalac) 
       +γκη 1 θ1ί θθηθ (εirela Šarčević) 
Fax: + γκη 1 θ1ί λ1κλ 
E-mailμ goranaέpecek@mpsέhrν  zanaέzalac@mpsέhrν   
mirelaέsarcevic@mpsέhr 
Title, Name and Surname:  
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Member State 
 

Contact Point 

εs Rajka Turk 
Authority: Institute for εedical Research and 
τccupational Health 
Address: Ksaverska cesta β, 1ίίίί Zagreb, Croatia  
Tel: +γκη 1 4θκ βθ14 
Fax: + γκη 1 βγ4 κγκη 
E-mailμ rturk@imiέhr 
Title, Name and Surname:  
εs Zdravka Sever, εs Tina Fazinić 
Authority: Croatian Centre for Agriculture, Food and 
Rural Affairs, Institute for Plant Protection 
Address: Gorice θκb, 1ίίίί Zagreb, Croatia  
Tel: +γκη 1 βγ11 θ4ί 
Fax: + γκη 1 β44ι ιλλ 
E-mailμ zdravkaέsever@hcphsέhr, tinaέfazinic@hcphsέhr 

CYPRUS Title, Name and Surname: δyssandros δyssandrides 
τfficer of Agriculture  
Authority: Department of Agriculture 
Address: δoukis Akritas Avέ, 141β σicosia 
Tel: +γηι ββ ιι β1 βθ 
Fax: + γηι ββ 44 λ1 λι 
E-mail: llyssandrides@daέmoaέgovέcy 
 
 

FRANCE Authorisation / Decision purpose: 
Title, Name and Surname: Claude Vergnet 
Authority: AσSES – Direction des Autorisations de εise 
sur le εarché (DAεε)  
Address : 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Tel:  +γγ 1 4λ ιι β1 ιι 
E- mail: claudeέvergnet@ansesέfr 
 
Title, Name and Surname: Bertrand Bitaud  
Authority: AσSES – Direction des Autorisations de εise 
sur le εarché (DAεε)  
Address : 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Tel:  +γγ 1 4λ ιι β1 βκ 
E- mail: bertrandέbitaud@ansesέfr 
 
Title, Name and Surname: Sophie Poupardin  
Authority: AσSES – Direction des Autorisations de εise 
sur le εarché (DAεε)  
Address : 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Tel:  +γγ 1 4λ ιι γι ηθ 
E- mail: sophieέpoupardin@ansesέfr 
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Member State 
 

Contact Point 

 
 
Evaluation purpose: 
Title, Name and Surname: Thierry εercier 
Authority: AσSES – Direction  de l’Evaluation des 
Produits Réglementés (DEPR) 
Address: 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Telμ+γγ (ί)1 4λ ιι β1 η1 
E-mail: thierryέmercier@ansesέfr 
 
  
 
Title, Name and Surname: Eric Truchot 
Authority: AσSES – Direction de l’Evaluation des 
Produits Règlementés 
Address: 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Telμ+γγ (ί)1 4λ ιι β1 ι4 
E-mail: ericέtruchot@ansesέfr  
 
Title, Name and Surname: Jovana Deravel 
Authority: AσSES – Direction de l’Evaluation des 
Produits Règlementés 
Address: 14 rue Pierre et εarie Curie, λ4ιίί εaisons 
Alfort ά France 
Telμ+γγ (ί)1 ιι ι4 1ι ικ 
E-mail: jovanaέderavel@ansesέfr 
 
pppέzonalέdepr@ansesέfr 

GREECE Title, Name and Surname: Mrs. Danae Pitarokili  
Authority: εinistry of Rural Development Τ Food 
Address: Sygrou 1ηί, 1ιθι1 Athens 
Tel:  +γί β1ί λβκ ιβη4 
Fax: +γί β1ί λβ1β ίλί 
E-mail: dpitarokili@minagricέgr 
 
Title, Name and Surname: Mrs. Maira Gaspari 
Authority: εistry of Rural Development Τ Food 
Address: Sygrou 1ηί, 1ιθι1 Athens 
Tel:  +γί β1ί λβκιβηί 
Fax: +γί β1ί λβ1β ίλί 
E-mail: mgaspari@minagricέgr 
 
Title, Name and Surname: George Zimcheris 
Authority Benaki Phytopathological Institute 
Address:Stefέ Delta κ  14ηθ1 Kifisia  
Tel: +γί β1ί κ1κίγγ4 
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Member State 
 

Contact Point 

Fax μ+γί β1ί κίιιηίθ 
E-mail: pcdepartment@bpiέgr 

ITALY Title, Name and Surname: 
Authority: εinistero della Salute 
Dipartimento per la Sanità Pubblica Veterinaria, della 
Sicurezza Alimentare e degli τrgani Collegiali per la 
Tutela della Salute, Direzione Generale per l’igiene e la 
Sicurezza degli Alimenti e della σutrizioneά Ufficio VII – 
Prodotti fitosanitari ex DGSAσ 
Address: Viale Giorgio Ribotta, η ά ίί144 Roma 
Tel: +γλ ίθ ηλλ4 θκβη 
Fax: + γλ ίθ ηλλ4 θθβι 
1) IT RεSμ new authorization, Artέ 4γ, reάregistration  
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μ pέcavallaro@sanitaέit, sέdigiorgiάesterno@sanitaέit 
2) IT cεSμ new authorization 
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μ aέdesalvo@sanitaέit, jέmastrostefano@sanitaέit  
3) εajor label extension, Authorization εodifications, 
εinor uses authorizations  
E-mail: contactpointέppp@postacertέsanitaέit  
c.c. dέscricciolo@sanitaέit, fέmicolucciάesterno@sanitaέit  
4) RR request for mutual recognition 
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μ aέdesalvo@sanitaέit, jέmastrostefano@sanitaέit, 
fέcaprioάesterno@sanitaέit  
5) IT cεS reregistration in worksharing 
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μ pέgragnoli@sanitaέit, lέverticchio@sanitaέit, fέcaprioά
esterno@sanitaέit 
6) IT cεS Artέ 4γ 
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μlέverticchio@sanitaέit,  
7) Authorization requests of mutual recognition in Italy 
E-mail: contactpointέppp@postacertέsanitaέit  
c.c.μ dέscricciolo@sanitaέit, fέmicolucciάesterno@sanitaέit  
8) Parallel import  
E-mail: contactpointέppp@postacertέsanitaέit 
c.c. dέscricciolo@sanitaέitν fέeusepiάesterno@sanitaέit  
9) Sustainable use directive 
 E-mail: contactpointέppp@postacertέsanitaέit 
c.c. gέmanzocchi@sanitaέitν  
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Member State 
 

Contact Point 

MALTA Title, Name and Surname:  
εsέ Ingrid Borg 
εsέ Joanne  Borg Galea 
εsέ σicole Cilia 
Authority:  
 
εalta Competition and Consumer Affairs Authority  
Address:  
 
εizzi House, σational Road, Blata lάBajda HεR λί1ί, 
εalta 
Tel: +γηθ βγλη βίίί 
Fax: +γηθ β1β4 β4ίθ  
E-mail :  ingridέborg@mccaaaέorgέmt  
joanneέborgάgalea@mccaaέorgέmt 
nicoleέcilia@mccaaέorgέmt 
 

PORTUGAL Title, Name and Surname:  
Msc. Bento Carvalho or Msc. Miriam Cavaco 
Authority: DireçãoάGeral de Alimentação e Veterinária 
Divisão de Gestão e Autorização de Produtos 
Fitofarmacêuticos 
Address: Quinta do εarquês, βικίά1ηη τeiras 
Tel: +γη1 β 14 4θ 4ί ίί 
Fax: +γη1 β 14 4β ίθ 1θ 
E-mail: miriamcavaco@dgavέpt 
             bcarvalho@dgavέpt 
 

SPAIN Title, Name and Surname: Ms. Gema Pérez Avilés 
Authority:  
εinisterio de Agricultura y Pesca, Alimentación y εedio 
Ambiente 
Dirección General de Sanidad de la Producción Agraria 
Subdirección General de Sanidad e Higiene Vegetal y 
Forestal 
Address: Cή Almagro, γγέ βκίι1 εadridέ 
Tel: +γ4 λ1 γ4ικβιβ 
Fax: +γ4 λ1 γ4ικγ1θ 
E-mail: gperezav@mapamaέes 
Generic email address: notifitosUE@mapamaέes 
 
Title, Name and Surname: Ms. María García Pérez 
Authority:  
εinisterio de Agricultura y Pesca, Alimentación y εedio 
Ambiente 
Dirección General de Sanidad de la Producción Agraria 
Subdirección General de Sanidad e Higiene Vegetal y 
Forestal 
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Member State 
 

Contact Point 

 
Address: Cή Almagro, γγέ βκίι1 εadridέ 
Tel: +γ4 λ1 γ4ι41γ1 
Fax: +γ4 λ1 γ4ικγ1θ 
E-mail: mgarciape@mapamaέes 
Generic email address: notifitosUE@mapamaέes 
 
Title, Name and Surname: Ms. Carmen Fernández 
Felipe 
Authority:  
εinisterio de Agricultura y Pesca, Alimentación y εedio 
Ambiente 
Dirección General de Sanidad de la Producción Agraria 
Subdirección General de Sanidad e Higiene Vegetal y 
Forestal 
 
Address: Cή Almagro, γγέ βκίι1 εadridέ 
Tel: +γ4 λ1 γ4ι41γ1 
Fax: +γ4 λ1 γ4ικγ1θ 
E-mail: cfernandez@mapamaέes 
Generic email address: notifitosUE@mapamaέes 
 
Title, Name and Surname: Draέ Angustias Herrera  
 Authority:  
εinisterio de Sanidad, Servicios Sociales e Igualdad 
Subdirección General de Sanidad Ambiental y Salud 
δaboralέ  
E-mail: aherrera@msssiέes 
Generic email address:sanifitos@msssiέes 
 
Title, Name and Surname: Dr. José Luis Alonso 
Prados 
Authority: IσIA – DTEVPF 
Address: Ctra de δa Coruña Km ιέ βκί4ί εadridέ 
Tel: +γ4 λ1 γ4ι14ιγ  
Fax: +γ4 λ1 γ4ι γλίγ 
E-mail: prados@iniaέes 
Generic email address: fitos@iniaέes 
 
Title, Name and Surname: Dra. Ana Patricia 
Fernandez-Getino 
Authority: IσIA – DTEVPF 
Address: Ctra de δa Coruña Km ιέ βκί4ί εadridέ 
Tfno: +γ4 λ1 γ4ι κιηθ 
Fax: +γ4 λ1 γ4ι γλίγ 
E-mail: fgetino@iniaέes 
Generic email address: fitos@iniaέes 
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Appendix IV: National data requirements for dossiers of plant protection products 
Information contained in this Appendix is applicable to applications made under Regulation (EC) 11ίιήβίίλ also 
 
1. Bulgaria 
The EU data requirements and models are acceptedέ σo national specific data requirements are requiredέ 
 
Comparative risk assessment: 

 
2. France   
Please refer to the documents available in the AσSES website https://www.anses.fr/fr/content/documents-dinformation-pour-
la-constitution-de-dossiers-pour-les-produits 
 
 
Comparative risk assessment: 

The Guidance document on the comparative assessment of plant protection products in France is available on the AσSES websiteέ  
The steps of the comparative assessment process, the information to submit and the data submission format expected in France 
are provided in annex of this Guidance documentέ  
Please include information linked to comparative assessment, in English, in the dedicated section of Part A of the dossier submitted 
by the applicant if France is the zonal Rapporteur εember State (zRεS), or in a national addendum to Part A if France is not the 
zRεSέ 
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3. Greece  

Section Supplementary 
data requirements 

for Annex III 
dossier 

(YES/NO) 

Goal(s) of  Guidance document Guidance Document available Y/N 
and Language of the document 

Address or 
contact point to 

obtain GD 

General YES  σ Benaki 
Phytophatological 
Institute 
eάmailμ pc 
department@bpiέgr 

Comparative 
risk 
assessment: 

σot enforced (draft 
guidance document 
under discussion) 

   

Phys. Chem. 
properties and 
anal. method 

    

Toxicology στ No specific data requirements. 
In general the following are considered 
acceptable: 
 
FOR APPLICATIONS TILL END 2015    
 
Operator exposure – Field application  
- UK predictive operator exposure model 

(UKPτEε, revised UK εAFF, βίίγ) 
- German BBA model (δundehn et al., 1λλβ, or 

the revised PSD version)  
For the intended uses not covered by the 
UKPτEε and the German models, other 
calculations or exposure data must be 
submitted, to be evaluated on a caseάbyάcase 
basisέ 
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Section Supplementary 
data requirements 

for Annex III 
dossier 

(YES/NO) 

Goal(s) of  Guidance document Guidance Document available Y/N 
and Language of the document 

Address or 
contact point to 

obtain GD 

Operator exposure – indoor application 
 
o DUTCH Greenhouse modelμ Van Golstein 

Brouwers YέGέCέ, εarquart Jέ, Van 
Hemmen JέJέ (1λλθ) Assessment of 
occupational exposure to pesticides in 
agricultureέ Part IVέ Protocol for the use of 
generic exposure dataέ Tστ σutrition and 
Food Research Institute, The 
σetherlandsέ Tστ Report V λθέ1βί  

• EURτPτEε dataμ EURτPτEε τperator 
Exposure data Baseν EURτPτEε II 
Project FAIRγάCTλθά14ίθ, βίίβ 

• Combination of different scenarios from 
the available models, eέgέ 

• mixingήloadingμ use the tractor scenario 
(boom sprayer) data available in German 
BBA model Τ UK PτEε 

• applicationμ use the handheld equipment 
scenario data available in German BBA 
model (high crop) or UK PτEε (low crop) 

• Field or greenhouse studies conducted 
with the same or similar product and the 
same application method, eέgέ 

• εich, Gέ (1λλθ)μ τperator Exposure in 
Greenhouses During Practical Use of 
Plant Protection Productsν Project EF λ4ά
ίβάίγν June θ, 1λλθν ECτσ GmbH 
Ingelheimέ 
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Section Supplementary 
data requirements 

for Annex III 
dossier 

(YES/NO) 

Goal(s) of  Guidance document Guidance Document available Y/N 
and Language of the document 

Address or 
contact point to 

obtain GD 

Worker, bystander and resident exposure 
Calculations based on acceptable data 
(published or not) concerning the spray drift and 
the dislodgeable foliar residuesέ The submitted 
studies must be followed by complete 
justification of all the assumptions that have 
been madeέ 
As far as the bystander and resident exposure 
is concerned, the approach described by the 
«Chemicals Regulation Directorate (UK 
authorities) guidance» or the use of data 
derived from εartin et al (βίίκ) are acceptable 
after appropriate justificationέ 
 
FOR APPLICATIONS SUBMITTED FROM 1-1-
2016 
Operator exposure – Field application  
 
EFSA Guidance (βί14) is followed in al cases 
 
In case of submission  of experimental data 
orήand calculations for the level of exposure  
following a different approach from the one 
proposed in the above  guidance document a 
full justification must be submitted, to be 
evaluated on a caseάbyάcase basisέ 
 
 
Operator exposure – indoor applicaton 
• DUTCH Greenhouse modelμ Van Golstein 
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Section Supplementary 
data requirements 

for Annex III 
dossier 

(YES/NO) 

Goal(s) of  Guidance document Guidance Document available Y/N 
and Language of the document 

Address or 
contact point to 

obtain GD 

Brouwers YέGέCέ, εarquart Jέ, Van 
Hemmen JέJέ (1λλθ) Assessment of 
occupational exposure to pesticides in 
agricultureέ Part IVέ Protocol for the use of 
generic exposure dataέ Tστ σutrition and 
Food Research Institute, The 
σetherlandsέ Tστ Report V λθέ1βί  

• ECPA Southern European Greenhouse 
εodel 

 
Note: 
 FieldήGreenhouse studies conducted taking 
into account the  general provisions of EFSA 
Guidance (βί14) eέgέ  for PPEέ  
In any case a full justification must be 
submitted, to be evaluated on a caseάbyάcase 
basisέ 
 
Worker, bystander and resident exposure 
EFSA Guidance (βί14) 
 
In case of submission  of experimental data 
orήand calculations for the level of exposure  
following a different approach from the one 
proposed in the above  guidance document a 
full justification must be submitted, to be 
evaluated on a caseάbyάcase basis 
• Dermal absorption 
The EFSA Guidance (EFSA Journal 
βί1βν1ί(4)μβθθη) is followedέ 
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Section Supplementary 
data requirements 

for Annex III 
dossier 

(YES/NO) 

Goal(s) of  Guidance document Guidance Document available Y/N 
and Language of the document 

Address or 
contact point to 

obtain GD 

The use of the new EFSA Guidance Document 
on dermal absorption (EFSA Journal 
βί1ιν1η(θ)μ4κιγ) is also acceptable by Eδέ 
However, it is noted that the European 
Commission has not yet decided regarding the 
implementation time for the mandatory use of 
this guidance in the regulatory contextέ 
 

Residues  1)  Grapes (Table and wine grapes)μ In cases 
where this is required (in accordance with 
Annex Point θέη of Regulation η44ήβί11), 
processing studies are necessary to be 
submitted on the effects on the nature of 
residues in raisins produced from the 
processing of grapes, in order to estimate the 
corresponding transfer factors from grapes to 
raisinsέ 
β)  Cottonμ In cases where this is required (in 
accordance with Annex Point θέη of Regulation 
η44ήβί11), processing studies are necessary to 
be submitted on the effects on the nature of 
residues during processing of cotton seed for 
production of cotton oil and cotton cake, in 
order to estimate the corresponding transfer 
factors from cotton seed to cotton oil and cotton 
cakeέ  
γ)  Vine leavesμ Supervised residue trials are 
necessary to be submitted in accordance to the 
requirements set for minor crops supporting the 
critical Good Agricultural Practice (cGAP) which 
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is related to vine leavesέ 
4) Finally, Regulation γλθήβίίη provides for the 
establishment of the εaximum Residue levels 
(εRδs) for feed for which the determination of 
data requirements is pending at EU levelέ 
 

Fate and 
behaviour 

 There are no particular specific national 
requirements for this section, other than the 
standard data package assessed for active 
substance approvalέ This should includeμ  
   

• For PEC groundwater calculations, 
using both FτCUS PEδετ and 
PEARδ tools, η out of λ scenarios 
should be < ίέ1 ȝgήδ including 
Piacenza, Porto, Sevilla and Thivaέ  

• Rβ, Rγ, R4, D4 and Dθ FτCUS SW 
scenarios are more representative for 
the Hellenic conditionsέ 

• Approved active substances with high 
probability of leaching to ground 
waters, due to increased soil mobility 
and ή or the high halfάlife in soil (soil 
DTηί) and applied to vulnerable soils, 
will be included in national monitoring 
programs in cooperation with 
competent bodiesέ The results of these 
programs may cause changes in the 
registration of the products containing 
these active substances 
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If on the basis of the results from monitoring 
studies on ground water residues ρ ίέ1 ȝgήl are 
found on ρ1ίΣ of the samples taken then the 
Coordinating Competent Authority undertakes 
administrative measures for the plant protection 
products containing those substances in order 
to minimize the impact on the environment 
including the withdrawal from the market in 
such cases that it is not possible to manage the 
risk on acceptable levels with other measures 
like the reduction of the number of applications, 
application rates, period of use of the product, 
prohibition of the use on certain crops etcέ 
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Ecotoxicology YES Birds and mammals 
General issues 
For more than one applications, εAF (multiple 
application factor) may take the value of 1 (food 
itemsμ seeds, plant matter, arthropods) when 
application interval is sufficiently highέ This will 
be examined on a case by case basis 
Vole scenario issuesμ Acceptable risk to mice 
and to lagomorphs for the speciesάrelevant 
BBCH is of high importanceέ Regarding voles, 
risk assessment is considered to be covered 
through the assessment of other small 
mammalian species for the following reasons 
High fecundity and population recuperation of 
the vole 
Primary source of food outside crops fields for 
the vole 
Necessity of population control measures since 
the vole is considered a crop pest when high 
population levels are reached 
Other agricultural techniques being also means 
of population control 
 
Refinement of RUD values (plant matter, 
arthropods) 
An extended database in EFSA GD, βίίλ 
exists for RUD for monocotyledonous plants, 
thus its replacement with other experimental 
values is not advisedέ 
RUD replacement by experimental values 
should be supported with at least two trials of 

• EFSA, βίίλ (Risk Assessment for 
Birds and εammals, EFSA Journal 
βίίλν ι(1β)μ 14γκ), for applications 
submitted after the 14th of June 
βί11 

• SAσCτ, βίίί (SAσCτή414ηήβίίί, 
βη September βίίβ) for applications 
submitted before the 14th of June 
βί11 
 

 
 
Birds and mammals species NOT accepted 
as “focal species” for all the crops in Hellas 
for spring and summer. 

Hellenic  bird 
and mammal 

name 

English 
bird and 
mammal 

name 

Scientific bird  
and mammal  
name 

ȈĲαȡȒșȡα Skylark Alauda arvensis

ǹȡουȡαȓοȢ ĲȘȢ 
ȂİıοȖİȓου 

Common 
vole 

Microtus arvalis 

ǹȡουȡαȓοȢ εediterrane
an pine vole 

Microtus duodecim

ǹȡουȡαȓοȢ Savi’s Pine 
Vole 

Microtus savii 

ǹȡουȡαȓοȢ Field vole Microtus agrestis 

ȂυȖαȜȓįα Common 
shrew 

Sorex araneus 

ȂυȖαȜȓįα Greater 
white 
toothed 
shrew 

Crocidura  
russula 

ΠοȞĲȓțȚ Algerian Mus spretus 
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which at least one should have been performed 
in South Zone 
Bridging RUD values for plant matter between 
different crops is acceptable according to 
SAσCτ ιηβηήVIήληάrevέλ, εarch βί11) 
 
The following remarks should also been 
taken into account: 
Use of Body Burden εodel for higher Tier 
assessment is acceptable 
Use of Population εodeling for higher Tier 
assessment is not acceptable unless 
accompanied by relevant Expert τpinion 
position paper 
 
Acute Toxicity 
Use of geomean is acceptable only for acute 
toxicity and only across different species of 
birds or mammalsέ When more than one value 
are available for the same species, the 
geomean of these values may be used as an 
acute toxicity endpoint for this species 
When reassessed RUD and PT values are 
utilized, the λίth percentile of these values will 
be used if the studies submitted are considered 
reliableέ When the studies are not considered 
reliable enough, values are to be finalized on a 
case by case basis 
For substances and products of high acute 
toxicity, reassessment of PT, PD and use of 
mixed diet (omnivorous) scenario is not 

εouse, 
Western 
εediterrane
an εouse 

 
 
 
 
 

 
Birds and mammals species accepted as 
“focal species” for all the crops in Hellas 
 

Crop 
scenario 

 

Hellenic  
bird and 
mamma
l name 

Englis
h bird 
and 

mam
mal 

name 

Scientific bird an

Arable 
crops 
(all BBCH 
levels) 
Spring  (4thά
ηth yearly 
month) 

ȉıȚφĲȐȢ Corn 
buntin
g 

Miliaria calandra 

Arable 
crops (all 
BBCH 
levels) 
Summer 
(θthάλth realy 
month) 

ȀαĲıουȜ
ȚȑȡȘȢ 
ȈπȚĲοıπ
ουȡά
ȖȓĲȘȢ 

Creste
d lark 
House 
sparro
w 

Galerida cristata 
Passer domesticus

Winter 
cereals 
BBCH <1γ  
Winter 
(11thά1βth 
yearly 
month) 

ȈĲαȡȒșȡ
α 
ȉıȚφĲȐȢ 

Skylar
k 
Corn 
buntin
g 

Alauda arvensis 
Miliaria calandra 

Winter ȁȚȕαįȚțİ εeado Anthus pratensis 
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advised, unless further and sufficient 
justification is providedέ In these cases, the 
worst case scenario (highest ETE) is 
considered 
 
Chronic Toxicity 
When reassessed RUD and PT values are 
utilized, the ηίth percentile (mean value) of 
these values will be used if the studies 
submitted are considered reliableέ When the 
studies are not considered reliable enough, 
values are to be finalized on a case by case 
basis 
Refined PT values <1 but also ρίέη are  
generally acceptable for all crops 
Refined chronic toxicity endpoints may be 
represented not only by the lowest toxicological 
endpoint (Section γ) but also by the 
ecotoxicologically relevant endpoint (see also 
ηέι, SAσCτή414ηήβίίί, βη September βίίβ)έ  
 
Focal species 
In case of refined RA by using focal species, its 
representativeness for the Hellenic conditions 
should be justified according to GD EFSA, βίίλ 
§θέ1έγέβέ  
Table I includes focal species which are not 
considered acceptable for various crops for 
Hellenic situations (for spring and summer 
period), unless additional supportive data are 
provided by the applicant which unequivocally 

cereals 
BBCH=γί  
Spring (γrd 
yearly 
monthν 
before 
arrival of 
migratory 
birds ) 

ȜȐįα 
ȈĲαȡȒșȡ
α 

w pipit 
Skylar
k 

Alauda arvensis 
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show the presence of these species in relevant 
Hellenic crop fieldsέ Bridging data between 
species of Table I and focal species 
representative of Hellenic conditions are also 
acceptableέ Table I will be updated according to 
new available knowledgeέ 
Table II contains focal species of birds and 
mammals which are acceptable for various 
crops and Hellenic national levelέ Table II will 
be updated according to new available 
knowledgeέ 
 
 
Aquatic organisms 
Water bodies protectedμ 
All water bodies except those which fall dry 
over longer periods in the yearέ The routes of 
exposure for the aquatic organisms should be 
reportedέ 
 
The RA should be performed according to 
PECsw initial valuesέ The use of PECsw twa 
values, the presence of the sediment in trials 
and the reduction of uncertainty should be 
justified according to (EFSA Jέ, βίίη, 1ικ, 1ά4η 
and EFSA Jέ, βίίη, γί1, 1ά4η))έ Proposals from 
the Eάlink project are acceptedέ Evaluation of 
RA for all scenarios Focus SW steps γ and 4 
should be performedέ For the final decision, 
emphasis should be given on Rβ, Rγ, R4, D4 
and Dθ scenariosέ 
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Risk mitigation measures proposedμ 

• Buffer zones from surface watersμ As 
buffer zone is defined the distance 
between the limit of the cultivated fieldή 
orchard and the surface watersέ 

• For approval of the formulation, the 
maximum buffer zone proposed is 50 m 
for orchards, vines and leafy crops and 
20 m field crops, taking into account  

• At fields with <βΣ slop the use of 
Vegetative Buffer Strips up to βί m is 
acceptable (The VBS can consist of 
spontaneous vegetation or planted 
vegetation or a combination of both  

• that application (spraying) is performed 
usingμ 1) conventional nozzles, β) drift 
reduction nozzles, or γ) combined 1 
and βέ  
 

For the risk mitigation measures proposed the 
Coordinating Competent Authority follows the 
FτCUS δandscape and mitigation factors in 
aquatic ecological risk assessment, 
SAσCτή1ί4ββήβίίη, version βέί, September 
βίίι for runoff and drainage as it is in force by 
the date of submission of the applicationέ 
In particular it should be pointed out that risk 
mitigation measures that are proposed by 
applicants should be practically enforceable 
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and are not related to economic parameters 
while in those cases that a combination of 
measures is proposed eέgέ buffer zone plus drift 
reduction nozzles such measures should not 
lead to an overall reduction that exceeds ληΣ 
In addition, for the time being vegetative buffer 
strips as a mitigation measure are not 
acceptedέ This option will be reexamined in the 
light of the experience that will be gained from 
the application of existing risk mitigation 
measures and the results achieved in the 
context of δaw 4ίγθήβί1β concerning the 
sustainable use of pesticides 

• FτCUS modeling (step 4) is accepted 
and the FτCUS δandscape and 
mitigation factors in aquatic ecological 
risk assessment, SAσCτή1ί4ββήβίίη, 
version βέί, September βίίι for runoff 
and drainageέ 

 
 
Bees 
For plant protection products (mainly 
insecticides) in seed treatment applications the 
RA through the dust should be addressedέ 
 
Non target arthropods 
Risk mitigation measures proposedμ 
Use of not sprayed buffer zonesμ As buffer zone 
is defined the safety distance between the limit 
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of the cultivated field (fences included) and the 
inner side of the cultivated fieldή orchardέ Buffer 
zone distance needed to ensure acceptable risk 
to nonάagricultural land is 10 m for orchards and 
vines and 5 m for field crops and leafy crops, 
taking into account that application (spraying) is 
performed usingμ 1) conventional nozzles, β) 
drift reduction nozzles, or γ) combined 1 and βέ  
 
Soil organisms 
There are no additional national requirements, 
other than the standard data package assessed 
for active substance approvalέ 
 
Non target plants 
Risk mitigation measures proposedμ 
Use of no sprayed buffer zonesμ As buffer zone 
is defined the safety distance between the limit 
of the cultivated field (fences included) and the 
inner side of the cultivated fieldή orchardέ Buffer 
zone distance needed to ensure acceptable risk 
to nonάagricultural land is 10 m for all crops, 
taking into account that application (spraying) is 
performed usingμ 1) conventional nozzles, β) 
drift reduction nozzles, or γ) combined 1 and βέ  
 
General 
The submitted folder should includeμ 
The GAP, which should include all the relevant 
details, including the growth stages (BBCH 
code), application rate (in Kg or gr aέsέήha) and 
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intervals, remarksέ 
The original reports from relevant trials which 
have been used for the support of RA for nonά
target organisms, if these have not been 
evaluated during the procedure for the approval 
of the aέsέIέ These should be given preferably in 
electronic form, and if not available in such, as 
a hard copyέ  
The representativeness for the Hellenic 
conditions of the data provided in order to 
support the risk assessment should be clarified 
by the applicant (for the relevant intended uses 
and growth stages)έ 
Information on the necessity of performing 
additional studies with the formulation or the 
metabolites, according to aforementioned 
guidelines (GD on the assessment of the 
relevance of metabolites in groundwater of 
substances regulated under Council Dir 
λ1ή414ήEEC, SAσCτήββ1ήβίίί –revέ1ί, βη 
February βίίγ)έ 

• For the case of mixtures of substances, 
the potential synergistic effect should 
be clarified by the applicant (eέgέ birds 
and mammals)έ 

• Update table with the studies using the 
formulations (references relied on, 
Annex III )έ 
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Efficacy YES The legislation in force, enacted by the 
European Commission and the σational 
Coordinating Authority, as well as the available 
General and Specific EPPτ Standards should 
be taken into consideration for the evaluation of 
the biological data of PPPs in accordance with 
the Regulation (EC) σo 11ίιήβίίλέ  

Specifically, regarding the extrapolation 
of efficacy and phytotoxicity data, the relevant 
documents to be taken into consideration are a) 
the EPPτ Standard PP1ήβηι along with the 
EPPτ extrapolation tables and b) the document 
of the European Commission Sanco Technical 
Reportμ Proposals for extending and 
harmonizing efficacy and crop safety 
extrapolations to reduce the need for efficacy 
trials on minor crops (DG 
SAσCτήDγήSIβέγληκηι)έ  

This document sets the σational 
Requirements concerning the Biological Control 
of PPPs, according to which, the submission of 
experimental data from Greece is considered 
necessaryέ In particular, efficacy orήand 
phytotoxicity trials carried out in Greece, are 
required in the following casesμ 

I) Differentiations in national 
agricultural practices or/and soil-climatic 
conditions, affecting the biology of the 
target organisms and consequently the 
effectiveness of the PPP under evaluationέ 
These cases include national crops of major 

Yes in Greek and English 
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importance (eέgέ cotton, olive trees) as referred 
in Appendix Iέ In each of these cases βά4 
efficacyήphytotoxicity trials are requiredέ 

Specifically, as regards PPPs intended 
for the control of the olive fruit fly by means of 
bait application(s) or mass trapping, the 
methodology to be followed in the Greek 
efficacy trials is defined by the Specific EPPτ 
Standard PP1ήβκί and the relevant document 
in Appendix II in case of bait application, and 
the σational Experimental Protocols of Hellenic 
εinistry of Rural Development and Food 
(εRDF) in case of mass trappingέ 

Additionally, in case of PPPs intended 
for use in crops that include cultivars of national 
importance, as those specified in Appendix III, 
at least β Greek phytotoxicity trials must be 
submitted to support the safe use of the PPP 
under evaluation in at least one of the listed 
cultivars for each cropέ 

ΙΙ) Compatibility of the PPP under 
evaluation with other registered products in 
spraying programs. In case where a PPP is 
intended for use in specific spraying programs, 
the efficacy must be demonstrated considering 
the Greek agricultural practicesέ 

ΙΙΙ) Integrated Plant Protection 
Programs (IPM). In case of specific IPε 
recommendations in the proposed label of a 
PPP or in case of crops in which indigenous 
natural enemies are established or beneficial 
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arthropods have been released, 
experimentalήbibliographic data demonstrating 
the absence of negative effects on these 
beneficial arthropods as well as 
recommendations for the management of 
potential risk must be submittedέ 

IV) Crops/cultivars of national 
importance [eέgέ table grapes (varέμ 
Soultanina), olive trees (varέμ Koroneiki, 
Kalamon, Konservolia),] in order to support 
the absence of negative effects of the PPP 
under evaluation on the quality/sensory 
characteristics of fresh orήand processed 
plants and plant products. In this case, data 
following the General (PP1ή1γη, PP1ήβ4β, 
PP1ήβ4γ and PP1ήβθκ) and Specific EPPτ 
Standards must be submittedέ If such data are 
not available, a scientifically justified statement 
based on the physicochemical properties of the 
product, the residue studies etcέ must be 
submittedέ 
APPENDIX Ι 

PESTS 
Crop Pest Pestάscientific name 
τlive tree τlive fruit fly 1, β Bactrocera oleae 

Cotton Cotton 
bollworm β Heliothis armigera 

Vegetables Rootάknot 
nematodes β, γ Meloidogyne sppέ 

 
εICRτBIAδ PESTICIDES 
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Experimental efficacy data to support the use on 
representative crops (nationally important) are requiredέ 

SUBSTAσCES CAUSIσG IσDUCTIτσ τF PδAσT 
RESISTAσCE (Elicitors) 

Experimental efficacy data to support the use on 
representative crops (nationally important) are requiredέ 
1 Insect control using bait application(s) or mass 
trapping 
β εajor pest on major crop 
γ Estimation of the level of the nematode population in 
soil is required in the experimental data setέ 

APPENDIX ΙI 
Concerning efficacy evaluation trials of 

PPPs intended for the control of the olive fruit 
fly using ground spraying bait applications, the 
following are proposed, supplementary to the 
EPPτ Standard PP1ήβκίμ 

In point 1.3 Design and lay-out of the 
trial, the plot size recommended by EPPτ in 
cases of high population pressure, iέeέ η ha 
(1έίίί trees), must be followed for safer 
conclusions due to the behavior of this insect 
(biology, mobility etcέ)έ In addition, in this case, 
untreated control is not required due to the 
large size of plotsέ Regarding the number of 
trials, the EPPτ Standards PP1ή1κ1 and 
PP1ήββθ should be taken into account, thus the 
trials should be done across a range of climatic 
and environmental conditions likely to be 
encountered, and over at least two yearsέ In 
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case of olive trees, due to alternate bearing, 
trials carried out at the same year but in 
different areas can be accepted, provided that 
they satisfy the prerequisites of a large fruit 
bearing and high level of olive fruit fly 
populationέ 

In point βέγέ1 Type of application, 
taking into account the total large size of the 
experimental olive orchard, the spraying of the 
entire experimental area should be completed 
in five (η) days at the latestέ In addition, marking 
of the treated trees is recommendedέ 

In point 2.3.3 Time and frequency of 
application, following the EPPτ Standard 
PP1ήβκί “Bactrocera oleae – bait application”, 
which mentions that, where available, locally 
established thresholds, monitoring practices 
and warning systems should be used, it is 
noted that monitoring of the olive fruit fly 
population in bait applications in Greece is 
carried out with εc Phail traps (1ήηίίάθίί trees 
or βήηίίάθίί trees in areas with high population 
pressure)ν the applications is foreseen to be 
carried out based on the number of captured 
adults in εc Phail traps as well as on the 
application thresholds existing in each specific 
area, provided that the environmental 
conditions are suitable (temperature < βκoC, 
wind speed < 4 bf)έ Especially for the first 
application, the following criteria should also be 
taken into accountμ reproductively mature 
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females ρ ηΣ, ratio of females to males ρ 1, the 
beginning of hardening of the olive fruit kernelέ 

In point 3.2.1 Type (of assessment), 
Large plots (Sampling olive fruit to assess 
infestation), the sampling is recommended to 
be carried out at the center of each plot and the 
sampled trees to be markedέ Double sample 
size (βί olive fruits per tree) is recommended 
for samplings in Septemberάσovemberέ 

During these samplings, both active 
(live) infestation (eggs, live δ1άγ, nymphs and 
exit holes) and dead infestation (non hatched 
eggs, infertile oviposition stings, suberized 
mines and dead δ1άγ) are estimatedέ The sum 
of active and dead infestation is the total 
infestationέ 

In point γέβέβ Time and frequency, the 
olive fruit infestation is estimated by five 
samplings of the tree canopy during the first 1ί 
days of July, August, September, τctober and 
σovemberέ 

In point 3.5 Quantitative and qualitative 
recording of yield, the estimation of yield 
decrease due to the olive fruit fly infestation is 
an additional indication of the efficacy of the 
test product and it can be performed as followsμ 
The initial yield is estimated by an initial 
sampling at the end of Juneάbeginning of Julyέ 
Thereafter monthly samplings of fallen fruits are 
conducted from four random trees located at 
the center of each plot from August until the 
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beginning of harvestέ 
APPENDIX ΙII 

Crop  Cultivars1  
τlive trees  Kalamon, Koroneiki  
Pear trees  Krystalli, Kontoula  
Vineβ  Soultanina, 

Corinthian raisin  
1FEK 4θκήβί11, regarding determination of 
promoted species, tree crop cultivars and 
other activities  
βDecision of εRDF (protocol numberμ 
β4ιιι1, ί4έίγέβί1ί), concerning the 
classification of vine cultivars (FΕȀ 
γκ1ήǺήθέ4έβί1ί) 
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4. Spain     
 
Please refer to the document Advices to applicants of plant protection product dossiers (PPP) in the framework of Regulation (EC) nº 11ίιήβίίλ, available in 
the εAPAεA websiteμ  
httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistroήfichasήpdfήnuevo_formularioέpdf 
 
and 
 
httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistroήfichasήpdfήRPFί1σίίAέpdf 
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Comparative 
risk assessmentμ

YES Comparative Assessment of PPP  YES 
(SpanishήEnglis
h) 

httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistro
ήfichasήpdfήGuía+complementaria+de+evaluación+compa
rativa+en+Españaέpdf 
 

Physέ Chemέ 
properties and 
analέ method 

στ    

Toxicology YES Unacceptable Co-formulants for 
inclusion in PPP  Information available 
in the εSSSI websiteμ 
httpsμήήwwwέmsssiέgobέesήciudadanosή
saludAmbδaboralήfitosanήhomeέhtm 
 
Currently the document is being 
modified to include new unacceptable 
coάformulants and to correct some 
errors in order to change restrictions of 
crystalline silicaέ The document will be 
uploading in the websiteέ 

Yes, Spanish CO-FORMULANTS UNACCEPTABLE for inclusion in PPPμ
Information available in the εSSSI websiteμ 
httpsμήήwwwέmsssiέgobέesήciudadanosήsaludAmbδaboralήfitosa
tm 
 
EXPOSURES ASSESSMENT: 
Coming soon, will be published the document with the c
Spanish)  in the web of the εinistry of Healthμ 
httpμήήwwwέmsssiέgobέesήciudadanosήsaludAmbδaboralήfitosan
m 
 
EFSA Guidance, βί14μ 
Guidance on the assessment of exposure of operators, 
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Section  Supplementary  
data requirements for 
Annex III dossier  
(YES/NO) 

Goal(s) of  Guidance document Guidance 
Document 
available Y/N 
and Language 
of the 
document  

Address or contact point to obtain GD 

 
• Exposures Assessment: 
In general terms all indications collected in 
EFSA Guidance, βί14 will be taking into 
account, and the attached Excel calculator 
will applyέ 
 
For scenarios not covered by the EFSA 
Guidance, βί14, the following models will 
applyμ 
 
Operator- PROFFESIONAL USES: 
 

Greenhouses:  
AτEε for mixing and loading, and 
EURτPτEε II database for spray 
applicationsμ 
High cropsμ Bodyμ κηβ mgήKg aέiέ appliedή 
Handsμ ιβ mgήKg aέiέ appliedή Inhalationμ 
ί,ιιί mgήKg aέiέ appliedέ 
δow cropsμ Bodyμ 1λθ mgήKg aέiέ appliedή 
Handsμ ηιέκ mgήKg aέiέ appliedή Inhalationμ 
ί,44γ mgήKg aέiέ appliedέ 
For applications with Trolley Sprayerμ  
Bodyμ 1ιθ mgήKg aέiέ appliedή Handsμ ιβ 
mgήKg aέiέ appliedή Inhalationμ ίέ4β4θ 
mgήKg aέiέ appliedέ (based on Trolley 
study and EURτPτEε II data baseέ 
 
For granules applicationsμ EFSA 
calculator (PHED database)έ 
 

residents and bystanders in risk assessment for plant 
productsέ EFSA Journal βί14ν1β(1ί)μγκι4 
httpμήήwwwέefsaέeuropaέeuήenήefsajournalήpubήγκι4έhtm 
 
Trolley studyμ 
εethoxyfenozideέ Determination of Dermal and Inhalation Exp
Applicators during application with Runner an SC Formul
εethoxyfenozide, β4ί gήl resulting from Trolley Application
Crops in Greenhousesά Spain βί1βέ 
 
Biocides Guidanceμ 
TσsG on Human exposure to Biocidal Products –Guid
exposure estimation (June βίίβ)έ 
 
Proposal AEPδAά AGRUPτSTμ 
ADEσDA A δA PRτPUESTA AEPδAάAGRUPτST "Estimac
Exposición del Trabajador en Postcosecha de Frutos Cítric
Febrero de βίίθέ 
 
Higher tier assessmentμ field studies – Guidelines and
documentsμ 
US EPA Series κιη ά τccupational and Residential Expos
Guidelinesέ (Group A – Applicator Exposure εonitor
Guidelines) y (Group B – Postapplication Exposure εonito
Guidelines) 
httpsμήήwwwέepaέgovήtestάguidelinesάpesticidesάandάtoxicά
substancesήseriesάκιηάoccupationalάandάresidentialάexposure 
 
Scientific Issues Associated with Worker Reentry 
Assessment presented jointly to the FIFRA Scientific Advisory
US Environmental Protection Agency, Health Canada and 
Environmental Protection Agency, βίίκ 
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available Y/N 
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document  
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εanual spraying in enclosed areasμ 
Biocides Guidanceά Spray model 1 or βέ 
 

Seed Treatment: 
SEEDTRτPEX model (ιη th= French 
version)έ 
 

Aerial application: 
PHEDέ 
 

Stem injection: 
AτEε (knapsackά only mixing and 
loading)έ 
 

Powder for dusting: 
δoading άρ AτEε 
Applicationάρ It is necessary to provide a 
field study of actual exposureέ 
 

Post harvesting treatment 
(Drencher, line pulverization, dipping – 
automated) μ 
AτEε (only mixingήloading) 
 

Paintbrush: 
εixing and loading άρ AτEε (knapsack)έ 
Application άρ Biocides Guidanceά 
Consumer product painting εodel β 
 
Operator- NON PROFFESIONAL USES: 
 

Spray applications (knapsack): 

US Environmental Protection Agency τffice of Pesticide 
Science Advisory Council for Exposure(ExpoSAC) Policy γ
January, βί1ι 
httpμήήwwwέepaέgovήpesticideάscienceάandάassessingάpesticide
risksήscienceάadvisoryάcouncilάexposureάexposacάpolicyάγ 
 
GUIDAσCE FτR DETERεIσATIτσ τF DISδτDGEABδE
RESIDUE By Susan Edmiston, Senior Environmental 
Scientist Sally Powell, Senior Environmental Research Scien
Spencer, Associate Environmental Research Scientist Cynth
Environmental Research Scientistέ σovember βι, 1λλί Revis
February βί, βίίβέ California Environmental Protection
Department of Pesticide Regulation Sacramento, California λη
httpμήήwwwέcdprέcaέgovήdocsήwhsήpdfήhs1θίίέpdf 
 
Iwata, Yέ, JέBέ Knaak, RέCέ Spear and RέJέ Foster (1λιι
Reentry Into Pesticide Treated Cropsέ Iέ Procedures 
Determination of Dislodgeable Pesticide Residues on Folia
Environέ Contamέ Toxicolέ 1κ, θ4λέ 
 
•  
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UK PτEεά “Home garden sprayer (η δ 
tank)έ τutdoor low level target”έ 
 

Ready to use products: 
Aerosol and Trigger Spraysάρ CRD 
(Chemicals Regulation Directorate –UK) 
Amateur use model βέ 
Powder for dusting άρ CRD Amateur use 
model βέ PUFFER PACK ετDEδ 
Granulesάρ CRD Amateur use model βέ 
PUFFER PACK ετDEδέ 
Paintbrushάρ Biocides Guidanceά 
Consumer product painting εodel βέ 
 
Worker:  
In general terms, EFSA modelέ 
 

Seed Treatment: 
SEEDTRτPEX model (ιη th= French 
version)έ 

Post harvesting treatment: 
Exposure of treated fruit handlers based 
on the proposal AEPδAά AGRUPτST is 
calculatedέ 
 

For non-professional uses, the 
following parameters are taken into 
accountμ 
Insecticide ή fungicide (Ready to Use)μ TC 
=ηίίί and T = β hoursέ 
Insecticide ή fungicide (knapsack)μ TC 
=ηίίί and κ hoursέ 
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Herbicideμ TC= 14ίί and t = β hoursέ 
 
 
Bystander and Resident:  
τutdoors applicationsμ 
Professional Usesμ εartin et al (βίίκ)έ 
Coming soon, EFSA modelέ 

σonάProfessional Usesμ εartin et al, βίίκ 
ά Home and allotment garden area (HG)έ 

Reάentry of children into treated gardensάρ 
CRD (Chemicals Regulation Directorate –
UK) Amateur use model βέ See 
τPERATτR EXPτSURE GUIDAσCE 
FτR AεATEUR (HτεE GARDEσ) 
PESTICIDESέ 
 
Indoors it is considered that there is no 
exposure 
 
Other considerations: 
Combined Exposureμ 
The combined exposure is performed 
when the product contains active 
substances classified as CεR or when 
they have some common target organέ 
 
Higher tier assessmentμ If refinements are 
necessary through field studies (actual 
exposure of operators, workers, residents 
Τ bystanders, DFRήDTηί), the published 
international guides and related 
documents will followέ 
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Residues στ δist of minor uses 

 
σational procedure for the extension of 
use to minor use  

Y (Spanish) httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistro
ήfichasήpdfήεinorCrops_actualizado_revθέpdf 
 
httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistro
ήfichasήpdfήPRτCΣβίUεΣβίDICIEεBREΣβίβί14έpdf 
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Fate and 
behaviour 

YES PECsw following FτCUS guidance 
document, or with a validated scenario 
representing agroclimatological 
conditions  including drift, 
runoffήerosion and drainage 
The following FτCUS SW scenarios 
are relevant for Spainμ  
D4, D5, D6, R1, R2, R3 and R4 
 
PECgw following FτCUS guidance 
document 
The following FτCUS GW scenarios 
are relevant for Spainμ  
Châteaudun  
Hamburg  
Piacenza  
Porto  
Sevilla 
Thiva 
 
Specific calculation is required for 
intended use on Banana 
 

σ  

Ecotoxicology στ  σ  
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of the 
document  

Address or contact point to obtain GD 

Efficacy στ 
In order to validate the 
minimum effective dose it 
is useful to include data on 
deposit of active 
substance per foliar area 
(ng aέ sέήcmβ) in the report 
of efficacy trialsέ If this type 
of data are included it is 
proposed to follow the 
standard ISτήFDIS ββηββέ 
In the biological dossier, 
data on spray volume, as 
well as application 
equipment used in the 
trials shall be recorded for 
the validation of the dose 
rate and dose adjustmentέ 

δist of minor uses 
 
σational procedure for the extension of 
authorisations for minor use  
 
 
 

Y (Spanish) httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistro
ήfichasήpdfήεinorCrops_actualizado_revθέpdf 
 
httpμήήwwwέmapamaέgobέesήagriculturaήpagsήfitosήregistro
ήfichasήpdfήPRτCΣβίUεΣβίDICIEεBREΣβίβί14έpdf 
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5 .Portugal  
 
Section  Supplementary  

data requirements for 
Annex III dossier  
(YES/NO) 

Goal(s) of  Guidance document Guidance 
Document 

available Y/N 
and Language 

of the 
document  

Additional remarks 

Comparative 
risk assessment 

YES Comparative Assessment of PPP  Y wwwέdgavέpt 

Physέ Chemέ 
properties and 
analέ method 

στ    

Toxicology YES τperator exposure 
Both the UK PτEε and the German 
operator exposure model are to be 
usedέ 

σ άά 

Residues στ    
Efficacy YES σo guidance document 

Relevance of efficacy trials covering 
national agronomic conditions 
 

σ ά 

Fate and 
behaviour 

YES 
 

PEC groundwater 
PECgw following FτCUS guidance 
document, preferred models PEARδ Τ 
PEδετ, relevant scenariosμ Piacenza, 
Sevilha, Porto and Thiva 
PEC surface water 
PECsw with FτCUS sw STEP 1 to 
STEP 4 calculations  

σ άά 

Ecotoxicology στ Birds and mammals 
Shortάterm and longάterm risk 
assessment for birds and mammals in 
line with the older EPPτ guidance with 
δCηί and στEC expressed in mgήkg 

σ Birds and mammals 
EFSA, 2009 (Risk Assessment for Birds and εammals, 
EFSA Journal βίίλν ι(1β)μ 14γκ), for applications 
submitted after the 14th of June βί11 
SANCO, 2000 (SAσCτή414ηήβίίί, βη September 
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of the 
document  

Additional remarks 

food, but with scenarios and updated 
values for FIRήbw, RUD, εAF as 
agreed in the EU guidance documentέ 
The Risk assessment for nonάtarget 
aquatic organisms should be conducted 
taking into account the PECsw initial 
valuesέ The use of PECsw twa values, 
the presence of the sediment in trials 
and the reduction of uncertainty should 
be justified according to (EFSA Jέ, 
βίίη, 1ικ, 1ά4η and EFSA Jέ, βίίη, 
γί1, 1ά4η))έ 
Risk εitigation measures should be 
practically enforceable and may include 
drift reducing nozzles or vegetated 
buffer stripsέ FτCUS δandscape and 
mitigation factors in aquatic ecological 
risk assessment, SAσCτή1ί4ββήβίίη, 
version βέί, September βίίι for runoff 
and drainage as it is in force by the 
date of submission of the application is 
acceptedέ The proposal of use of drift 
reduction nozzles with overall drift 
reduction above ιηΣ should be 
accompanied by experimental field 
dataέ 
For nonάtarget arthropods, risk 
mitigation measures may include buffer 
zones and other application 
management techniques such as 

βίίβ) for applications submitted before the 14th of June 
βί11 
 
Beesμ  
Studies should be conducted according to valid study 
protocolsέ 
OEPP/EPPO (2010) EPPτ Standards PP1ή1ιί(4) 
Efficacy evaluation of plant protection productsέ Sideά
effects on honeybeesέ Bulletin OEPP/EPPO Bulletin; 
OEPP/EPPO (2010) EPPτ Standards PP γή1ί (γ) 
Chapter 1ίμ Honeybeesέ Environmental risk 
assessment scheme for plant protection productsέ 
Bulletin OEPP/EPPO Bulletin 
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Section  Supplementary  
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Annex III dossier  
(YES/NO) 
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Document 

available Y/N 
and Language 

of the 
document  

Additional remarks 

alternate row applications or nonά
application in border rowsέ Drift 
reducing nozzles accepted however 
buffer zones should not exceed10 m for 
orchards and vines and 5 m for field 
crops and leafy cropsέ This is also 
applicable for the protection of nonά
target plantsέ 
For the purpose of RA for bees, 
SAσCτή1ίγβλήβίίβ rev β final Draft 
Working Document Guidance 
Document on terrestrial Ecotoxicology 
Under Council Directive λ1ή414ήEEC 
and for higher tier RA (field and semiά
filed )chapter 1ί of the EPPτ scheme 
(βί1ί) is preferred as EFSA (βί1γ) has 
not been noted so farέ 
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6. Croatia 

There are no national requirements for authorisation of plant protection products in Croatia. 
Requests for documentation for the authorization of plant protection products are based entirely on data that are officially required by the EU 
Regulations and guidelines concerning the authorization of plant protection productsέ 

Comparative risk assessmentμ 
GD on comparative 
assessment HR.docx 

εajor usesμ wheat, barley, maize (except for sweet corn, popcorn (Zea mays everta), seed corn), oat, potato, olive, grapevine, apple, mandarin 
(Citrus reticulata), plum, soybean, sunflower, sugar beet, oilseed rape, tomato and onion (Allium cepa varέ cepa)έ 

σo national requirements for efficacyέ 

σo national extrapolation tablesν EPPτ extrapolation tables are usedέ 

 

7. Malta  
 
The EU data requirements and models are acceptedέ σo national specific data requirements are requiredέ 
 

8. ITALY 

Generally the EU data requirements and models are acceptedέ These are integrated by the followingμ 

 



 

θί 

TOPIC GUIDANCE 

Comparative Assessment guidance for information to be submitted by 
Companies  

COMPARATIVE 
ASSESSMENT GUIDA 

Efficacyμ efficacy and selectivity studies for registration and renewal of 
registrations of PPPs 

httpμήήwwwέsaluteέgovέitήimgsήC_1ι_pubblicazioni_βηίκ_allegatoέpdf  

εinor usesμ list of minor crops 

IT Decreto 16 09 
1999_ Utilizzazioni min 

Coάadjuvantsμ data requirements and criteria to authorize coά
adjuvants to be used in combination with PPPs 

httpμήήwwwέsaluteέgovέitήimgsήC_1ι_pubblicazioni_β4ιλ_allegatoέpdf  
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Appendix V: List of mitigation options accepted in the countries belonging to the southern zone 
 
 
Information contained in this Appendix is applicable to applications made under Regulation (EC) 11ίιήβίίλ also 
Bulgaria Mitigation options Comments 
General   
Toxicology   
τperator 
exposure 

PPE during mixing, loading and applicationν use restricted to 
professionalsν three categories of users  

 

Worker 
exposure 

PPE  

Bystander 
exposure 

Drift reducing nozzlesν Buffer strip  

Residents 
exposure 

Drift reducing nozzlesν Buffer strip   

Residues   
Fate    
Surface water   
Ground water   
Ecotoxicology  Drift reduction nozzles (if yes please 

specify ηίΣ, …ές) 
Birds and 
mammals  

  

Aquatic 
organisms 

  

σon target 
organisms 

  

σon target 
plants 
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Bees The use of plant protection products on agricultural and forestry crops, 
perennial and roadside crops and melliferous plants during flowering 
and period of producing honeydew is prohibitedέ ήBulgarian law for bee 
keepingήβί14ή  
 

 

Soil organisms   
Efficacy   
Biological 
efficacy 

  

Phytotoxicity   
Resistance   
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Croatia Mitigation options Comments 
General Revised GAP supported by available dataέ  

 
δabel restriction for PPPs used for seed treatmentμ 
 
τn packaging with treated seed further restriction must be statedμ 
Seed treated with PPP, must not be treated again with the same PPP 
or other PPPs containing the same active substanceήsέ 
Treated seed must not be used for food or feed, even after mixing with 
untreated seedέ 
To protect birdsήwild mammals the treated seed must be entirely 
incorporated in the soil, including the end of rowsέ Scattered seed must 
be collected and removed immediatelyέ Treated seed must not be left 
on soil surfaceέ 
 

 

Toxicology   
τperator 
exposure 

PPE for εΤδ and application if feasibleν Closed cab only option if 
resulting from EFSA calculatorν no drift reduction nozzles only option 
unless also the only option for granting authorisation in ecotox 
assessment but then restriction to trained professionals onlyν amateur 
uses restricted to low hazard PPP and no PPE needed for safe use 

 

Worker 
exposure 

σo PPE for reάentry as risk mitigation measure approvedν realistic reά
entry intervals for maintenance workers andήor PHI for harvesters 

 

Bystander 
exposure 

  

Residents 
exposure 

  

Residues   
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Fate    
Surface water   
Ground water Restrictions of use in karst areas on the labelέ  
Ecotoxicology Drift reduction nozzles up to λη Σέ  

Risk assessment must also always be performed without drift reduction 
nozzlesέ If not, the use of drift reduction nozzles will be mandatoryέ 

 

Birds and 
mammals  

  

Aquatic 
organisms 

  

σon target 
organisms 

  

σon target 
plants 

  

Bees   
Soil organisms   
Efficacy   
Biological 
efficacy 

  

Phytotoxicity   
Resistance   



 

θη 

 
Cyprus Mitigation options Comments 
General   
Toxicology   
τperator 
exposure 

  

Worker 
exposure 

  

Bystander 
exposure 

  

Residents 
exposure 

  

Residues   
Fate    
Surface water   
Ground water   
Ecotoxicology   
Birds and 
mammals  

  

Aquatic 
organisms 

  

σon target 
organisms 

  

σon target 
plants 

  

Bees   
Soil organisms   
Efficacy   
Biological   
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efficacy 
Phytotoxicity   
Resistance   
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France Mitigation options Comments 
General Contact points : 

  
contact.damm@anses.fr 
 
Please refer to the documents available in the AσSES website 
https://www.anses.fr/fr/content/documents-dinformation-pour-la-
constitution-de-dossiers-pour-les-produits  

 

Toxicology   
τperator 
exposure 

  

Worker 
exposure 

  

Bystander 
exposure 

  

Residents 
exposure 

  

Residues   
Fate    
Surface water   
Ground water   
Ecotoxicology   
Birds and 
mammals  

  

Aquatic 
organisms 

  

σon target 
organisms 
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σon target 
plants 

  

Bees   
Soil organisms   
Efficacy   
Biological 
efficacy 

  

Phytotoxicity   
Resistance   
 



 

θλ 

 
 
Greece Mitigation options Comments 
General  Detailed information about the risk mitigation options that are acceptable in Greece 

can be found on the following link: 
httpμήήwwwέminagricέgrήindexέphpήelήforάfarmerήcropάproductionήfytoprostasiamenuήegkriseisfarmakamenuήκβθά
odhgiesegriseisέhtml  
the document can be accessed directly under the following linkμ 
httpμήήwwwέminagricέgrήimagesήstoriesήdocsήagrotisήGeorgika_FarmakaήEgriseisήnational_requirements_for_P
PPέpdf 
 
 

Toxicology   
General  For the non-dietary exposure assessment, the acceptable risk mitigation options 

included in the EFSA Guidance on the assessment of exposure of operators, 
workers, residents and bystanders in risk assessment for plant protection products 
(EFSA Journal 2014;12(10):3874) are considered acceptable. 
The EFSA Model provides specific dermal exposure values for operators wearing trousers 
and a long sleeved shirt during application of the spray. Standard figures are used for the 
penetration of such clothing. From this basic assumption, the reduction of exposure from 
the use of protective equipment (e.g. gloves, goggles, head-gear, body garment, etc.) can 
be calculated. Reduction in inhalation exposure may be achieved by additional protection 
specifically designed to reduce exposure during handling or application. 
httpμήήonlinelibraryέwileyέcomήdoiή1ίέβλίγήjέefsaέβί14έγκι4ήepdf  
 

τperator 
exposure 

 Apart from what is stated above, in case other models are used and not the EFSA 
Calculator the PPE considered in each model are in general acceptable taking into account 
the intended use conditionsέ 
In order to conclude on the recommended PPE andήor the use of working clothing the 
hazardous properties of the active substance(s) and the formulation are also taken into 



 

ιί 

accountέ  
It is noted that in case of the nonάprofessional use of plant protection products there are 
specific provisions at national level regarding both the hazardous properties and the PPE to 
be consideredέ 

Worker 
exposure 

  For the reduction of the worker exposure during harvesting activities, protective gloves 
can be usedέ 

 For maintenance type activities (eέgέ crop inspectionήirrigation), the use of gloves on a 
case by case basis since a relevant transfer coάefficient (TC) is not proposed according 
to the EFSA Guidanceέ 

 If there is an unacceptable risk anticipated for a worker reάentering the field, even with 
the use of PPE (gloves), a justified refinement is acceptableέ εore specifically, specific 
DFR data if available or a reάentry period eέgέ use of PHI for harvesting tasks, are 
considered acceptableέ  

 In case of reάentry tasks in grapes the use of a lower than 1ί1ίί cmβήh TC value 
considering the use of gloves is considered acceptableέ εore specifically, as a Tier II the 
use of a refined TC of 4κθ1 cmβήh is accepted considering the distribution of residues ά 
Baugher (βίίη) ά and the assumptions presented in detail in BRτWSE Worker 
Deliverable βέ4 (βί14)ν 
httpsμήήsecureέferaέdefraέgovέukήbrowseήsoftwareήdocumentationήmodel_documentation_
wpβ_finalέpdfέ 

Bystander 
exposure 

  The EFSA Guidance is considered, as stated in the General comment, in case an AAτEδ 
has been set for the active substance(s)έ  

 In case of applications before the 1st of January βί1θ the εartin et al. (βίίκ) model is 
used and the risk assessment is conducted considering the short term AτEδέ The 
exposure assessment is performed considering the different options provided by the 
model regarding drift values if necessaryέ   

 In the EFSA Calculator there is the possibility to consider the use of drift reduction 
nozzles to refine the exposure to driftέ εoreover, there are different options for the use of 
“buffer strip”έ 



 

ι1 

Both measures for reducing the exposure levels of residents andήor bystanders are 
acceptable by Eδέ In addition, actual field data, if available, can be considered acceptable 
on a case by case basis 

 In case of applications after the γ1st of December βί1η the old models such as the 
German Guidance, iέeέ εartin et al. (βίίκ), are not considered acceptable for higher tier 
refinementέ 

 
Residents 
exposure 

  In case of applications after the γ1st of December βί1η the old models such as the 
German Guidance, iέeέ εartin et al. (βίίκ), are not considered acceptable for higher tier 
refinementέ 

 In the EFSA Calculator there is the possibility to consider the use of drift reduction 
nozzles to refine the exposure to driftέ εoreover, there are different options for the use of 
“buffer strip”έ 
Both measures for reducing the exposure levels of residents andήor bystanders are 
acceptable by Eδέ In addition, actual field data, if available, can be considered acceptable 
on a case by case basisέ 

 
Residues   
Fate    
Surface 
water 

Risk mitigation 
measures proposedμ 
 Buffer zones from 

surface watersμ As 
buffer zone is 
defined the 
distance between 
the limit of the 
cultivated fieldή 
orchard and the 

 For the risk mitigation measures proposed the Coordinating Competent Authority follows 
the FτCUS δandscape and mitigation factors in aquatic ecological risk assessment, 
SAσCτή1ί4ββήβίίη, version βέί, September βίίι for runoff and drainage as it is in force 
by the date of submission of the applicationέ 

 In particular it should be pointed out that risk mitigation measures that are proposed by 
applicants should be practically enforceable and are not related to economic parameters 
while in those cases that a combination of measures is proposed eέgέ buffer zone plus 
drift reduction nozzles such measures should not lead to an overall reduction that 
exceeds ληΣ 

 FτCUS modeling (step 4) is accepted and the FτCUS δandscape and mitigation factors 



 

ιβ 

surface watersέ 
 For approval of the 

formulation, the 
maximum buffer 
zone proposed is 
ηί m for orchards, 
vines and leafy 
crops and βί m 
field crops, taking 
into account  

 At fields with ρβΣ 
incline the use of 
Vegetative Buffer 
Strips up to βί mis 
acceptable (The 
VBS can consist of 
spontaneous veget
ation or planted 
vegetation or a 
combination of 
both  

 that application 
(spraying) is 
performed usingμ 
1) conventional 
nozzles, β) drift 
reduction nozzles, 
or γ) combined 1 
and βέ  

 

in aquatic ecological risk assessment, SAσCτή1ί4ββήβίίη, version βέί, September βίίι 
for runoff and drainageέ 

 



 

ιγ 

Ground water   
Ecotoxicolo
gy 

  

Birds and 
mammals  

  

Aquatic 
organisms 

As presented in Fate 
Section above 

 

σon target 
organisms 

NTA: Use of not 
sprayed buffer 
zonesμ As buffer 
zone is defined the 
safety distance 
between the limit of 
the cultivated field 
(fences included) and 
the inner side of the 
cultivated fieldή 
orchardέ Buffer zone 
distance needed to 
ensure acceptable 
risk to nonά
agricultural land is 1ί 
m for orchards and 
vines and η m for 
field crops and leafy 
crops, taking into 
account that 
application (spraying) 
is performed usingμ 
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1) conventional 
nozzles, β) drift 
reduction nozzles, or 
γ) combined 1 and β 

σon target 
plants 

Use of no sprayed 
buffer zonesμ As 
buffer zone is defined 
the safety distance 
between the limit of 
the cultivated field 
(fences included) and 
the inner side of the 
cultivated fieldή 
orchardέ Buffer zone 
distance needed to 
ensure acceptable 
risk to nonά
agricultural land is 1ί 
m for all crops, taking 
into account that 
application (spraying) 
is performed usingμ 
1) conventional 
nozzles, β) drift 
reduction nozzles, or 
γ) combined 1 and β 

 

Bees   
Soil 
organisms 
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Efficacy   
Biological 
efficacy 

  

Phytotoxicity  For herbicides in case of crop failureμ  
“In case of crop failure only crop A or crop B can be sownήplanted provided that deep 
ploughing is preceded” 
 
ii) For herbicides in case of succeeding cropsμ  
“ Do not sowήplant crop A or crop B for C months after the application of PPP” or 
 “Do not sow or plant crops other than the proposed ones in the same field, for x months 
after application of PPP”έ  
“Crop A and crop B can be sownήplanted in autumn (y months after the application) while 
crop D and crop E can be sownήplanted in spring (z months after the application) in the 
same field, provided deep ploughing is preceded”έ  
 

Resistance  For herbicides “Adopt alternative weed control practices (mechanical, cultural etcέ) when 
possible, and herbicide alternation with herbicides of a different mode of action to avoid 
resistance developmentέ” 
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Italy Mitigation options Comments 
General   
Toxicology   
τperator 
exposure 

Generally, the acceptable risk mitigation 
options included in the EFSA Guidance on the 
assessment of exposure of operators, 
workers, residents and bystanders in risk 
assessment for plant protection products 
(EFSA Journal βί14ν1β(1ί)μγκι4) are 
consideredέ 
τn a case by case basis the choice of specific 
PPE, as protective wearing ore use of facial 
mask with specific filter is indicated, as well as 
the need of cabin mounted tractors or closed 
distribution machinery is indicatedέ In addition, 
special training for manipulation of toxic gases 
may be required for particular fumigationsέ   

 

Worker 
exposure 

Reάentry intervals for maintenance workers 
andήor PHI for harvesters are generally 
appliedέ In certain cases in addition the 
indication of applying  signposts at the border 
of treated area is prescribedέ τn a case by 
case basis dressing of protective wearing may 
be indicatedέ 

 

Bystander 
exposure 

In certain cases in addition the indication of 
applying  signposts at the border of treated 
area is prescribedέ 

 

Residents τn a case by case basis a no treatment limit  
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exposure distance from neighbour  may be indicated 
Residues   
Fate    
Surface water εeasures to reduce drift and runάoff and to 

protect aquatic organismsέ Drift reduction 
nozzles possible, generally recommended in 
combination to vegetative buffer stripsέ   

httpμήήwwwέsaluteέgovέitήimgsήC_1ι_pubblicazioni_βθ44_allegatoέp
df 
Tablesμ 
httpμήήwwwέsaluteέgovέitήimgsήC_1ι_pubblicazioni_βθ44_ulterioriall
egati_ulterioreallegato_ί_allegέpdf  

Ground water   
Ecotoxicolog
y 

 Drift reduction nozzles (if yes please specify ηίΣ, …ές) 

Birds and 
mammals  

  

Aquatic 
organisms 

See point of surface watersέ  

σon target 
organisms 

  

σon target 
plants 

  

Bees   
Soil 
organisms 

  

Efficacy Generalμ measures as recommended by 
EPPτ to avoid resistance and phytotoxicity 
are appliedέ 

 

Biological 
efficacy 

  

Phytotoxicity   
Resistance   



 

ικ 
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Malta  
 
The EU data requirements and models are acceptedέ σo national specific data requirements are requiredέ 
 
 
Portugal Mitigation options Comments 
General   
Toxicology   
τperator 
exposure 

Complete PPE during mixing Τ loading and applicationν use restricted 
to professionalsν (EFSA εodel) 

 

Worker 
exposure 

PPE (like gloves) 
Reάentry intervals  
(EFSA εodel) 

 

Bystander 
exposure 

Drift reducing nozzles (maximum ηίΣ) 
Buffer zone 
σo go zones 
(EFSA εodel) 

 

Residents 
exposure 

Drift reducing nozzles (maximum ηίΣ) 
Buffer zone 
σo go zones 
(EFSA εodel) 

 

Residues Revised GAP supported by available data   
Fate    
Surface water Drift reducing nozzles up to ιηΣ reductionν vegetated buffer zones as 

foreseen under Regulations η4θήβί11, η4ιήβί11 and appropriate 
guidance documentsέν  

 

Ground water Restriction to non vulnerable soilsν limitation of use on permeable  
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Portugal Mitigation options Comments 
sufacesήsoils, on soils with low organic matter content, among other 
appropriate measures as foreseen under Regulations η4θήβί11, 
η4ιήβί11 and appropriate guidance documentsέέέέ 

Ecotoxicology   
Birds and 
mammals  

σo mitigation  

Aquatic 
organisms 

Risk mitigation for surface water contamination as appropriate and 
foreseen under Regulations η4θήβί11, η4ιήβί11 and appropriate 
guidance documentsέ 

 

σon target 
organisms 

Risk mitigation for surface water contamination as appropriate and 
foreseen under Regulations η4θήβί11, η4ιήβί11 and appropriate 
guidance documentsέ 

 

σon target 
plants 

Drift reducing nozzlesν buffer zones and foreseen under Regulations 
η4θήβί11, η4ιήβί11 and appropriate guidance documentsέ 

 

Bees εeasures foreseen under Regulations η4θήβί11, η4ιήβί11 and 
appropriate guidance documentsέ 

 

Soil organisms Revised GAP supported by available data  
Efficacy   
Biological 
efficacy 

  

Phytotoxicity   
Resistance   
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Spain Mitigation options Comments 
General   
Toxicology   
τperator 
exposure 

 
- Personal Protective Equipment, with 

the penetration factors reported in 
Table ι of EFSA Guidance, βί14έ 

Please, note that in this table “workwear” 
has a penetration factor of 1ί Σ, 
equivalent to chemical protective 
coverall type θέ 

- Tractors with closed cab (included in 
AτEεή EFSA model)έ 

 

Worker 
exposure 

 
- Establish Restricted Interval Entry 

(REI)έ 
httpμήήwwwέinshtέesήSectorAgrarioήCon
tenidosήPromocionalesήPlaguicidasήPr
omocionalΣβίaΣβίContenidoήDocu
mentacionDivulgacionήficherosήCalcul
oExposicionaaaTrabajadorEnReά
entradaάIσSHTάv1έxls 

- Reduce dose andήor number of 
applicationsέ 

- Increase the time interval between 
applicationsέ 

- Personal Protective Equipment 
(gloves), only in case that gloves are 
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Spain Mitigation options Comments 
worn habitually by workers (for 
example because it was necessitated 
by other aspects of task being 
undertaken), according with 
Regulation (EU) nº βκ4ήβί1γέ The 
corresponding Transfer Coefficient 
(TC) value (Table 1γ of EFSA 
Guidance, βί14) will be taken to 
perform the calculationsέ 

Bystander 
exposure 

- Drift reduction nozzles (ηί Σ, 
according EFSA model) 

- Buffer zones (maximum 1ί meters, 
according EFSA model) 

 

Residents 
exposure 

- Drift reduction nozzles (ηί Σ, 
according EFSA model) 

- Buffer zones (maximum 1ί meters, 
according EFSA model) 

 

Residues GAP must compile with EU εRδ 
 
PHI can be used as mitigation measure 
 
Restriction to sown specific crops as 
succeeding crop 
 
Waiting periods for sowing the 
succeeding crop 

 

Fate  η4ιήβί11ν label phrasesν specific itemμ 
inspection of sprayersν 
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Spain Mitigation options Comments 
Surface 
water 

Generic buffer zone of η m under SUDν  
 
Under 11ίιήβίίλ, buffer zones (up to ηί 
m) and drift reducing nozzles  
 
Runoff: vegetated buffer zone of 1ί or βί 
m according to FτCUS δΤεν η4ιήβί11 
 
Treated Seedμ Use of deflectors during 
sowing 

   

Ground 
water 

σo use in sandy soils ν limit number of 
application andήor dose ratesν not apply in 
periods of heavy rains under PPPάlaw ν  
 
Under SUD and national orderμ ηί m 
buffer zone to areas for drinking water 
abstraction (SW and GW)ν  
  

 

Ecotoxicolo
gy 

  

Birds and 
mammals  

SPeη and θν for treated seeds and 
granulesν SPe ιν Reduction of dose rate 
andήor number of appl έ  
σot application during breed season 
Avoid spillage 
Incorporation in soil  

 

Aquatic 
organisms 

Please refer to surface water section  
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Spain Mitigation options Comments 
σon target 
organisms 

δimit of dose, number of applicationsν 
unsprayed buffer zone, drift reducing 
nozzleν nonάtreated areas in fields to 
promote recoveryν  
 Treated Seedμ Use of deflectors during 
sowing 

 

σon target 
plants 

δimit of dose, number of applicationsν 
unsprayed buffer zone, drift reducing 
nozzlesν nonάtreated areas in fields to 
promote recovery (voluntary) 
Treated Seedμ Use of deflectors during 
sowing  

 

Bees δimit of dose, number of applicationsν σo 
use during flowering or while bees are 
actively foragingν remove flowering weedν 
Treated Seedμ Use of deflectors during 
sowing 

 

Soil 
organisms 

δimit of dose, number of applicationsν 
nonάtreated areas in fields to promote 
recoveryν 
Treated Seedμ Use of deflectors during 
sowing 

 

Efficacy   
Biological 
efficacy 

εinimum effective dose must be 
demonstrated 

 

Phytotoxicity Restriction of use 
 
Buffer zones for surrounding crops 
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Spain Mitigation options Comments 
 
Restriction to sown or plant specific crops 
in case of crop failure 
 
Restriction to sown crop as succeeding 
crop 
 
Waiting periods for sowing the 
succeeding crop 

Resistance Alternate products a proposal of 
resistance management should be 
provided by the applicant  
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Appendix VI: BASIS FOR REFINEMENTS IN SOUTHERN ZONE FOR THE 
RISK ASSESSMENT ON BIRDS AND MAMMALS OF THE USE OF PPP  
  
Zonal assessment of applications for authorizations of PPP according Regulation 
11ίιήβίίλ started in June βί11, however the experience of zonal assessment in EU 
southern zone started in βίί4 when the southern member states started the pilot 
projects for the voluntary worksharing of assessment of PPPέ  From the experience 
gained on PPPs, the risk assessment on birds and mammals usually requires higher 
tier assessments, which leads to a considerable high workload and expertise of the 
stakeholdersέ  
 
During βί1β experts from FR, Eδ, ES and PT discussed the possibility of 
harmonization of zonal risk assessments on birds and mammals and the outputs of 
the discussions were presented during Berlin SETAC meetingέ This document collects 
these proposals and aims to establish the basis to agree the possible refinements that 
we can apply for the risk assessment on birds and mammalsέ 
 
The outputs were circulated among the experts of SεS to progress in the 
harmonization of risk assessment and risk management and lines of future work 
among SεS in order to reach a harmonized approach for zonal evaluations were 
identifiedέ The conclusion of the discussions are listed below  
 
 General management proposals 
  
EFSA, βίίλ [European Food Safety Authorityν Guidance Document on Risk 
Assessment for Birds Τ εammals on request from EFSAέ EFSA Journal βίίλν 
ι(1β)μ14γκέ doiμ1ίέβλίγήjέefsaέβίίλέ14γκέ Available onlineμ wwwέefsaέeuropaέeu] is 
accepted for the zonal core dossierμ 
 

• For multiple applications, εAF values (insects, seeds, plants) may be 
estimated on case by case basis (eέgέ for long intervals this is not relevant)ν  
 

• The vole scenario is accepted for SPAIσ and PτRTUGAδέ The selection of 
vole as focal species depends on the intended useέ Further consideration at a 
management levelέ For HEδδAS and FRAσCE the priority is to address the 
concern for the lagomorphs and mice for the relevant BBCH scalesν 
 

• For refinement of residues on Dicotyledonous plants, residues trials may be 
relevant if well justified by the notifierν  
 

• As for monocotyledonous plants, it is difficult to accept refinement of initial 
RUD values since the EFSA’s database is large enoughέ In every case, new 
studies are accepted to refine twaήεAF values for long term risk assessment ν 
 

• To refine residue values (plants, arthropods) at least two studies should be 
reported (at least one should be conducted under Southern conditions for 
HEδδAS and PτRTUGAδ, and two for SPAIσ)έ  For FRAσCE, residue trials 
conducted in central zone are also acceptedέ 
 

• Extrapolation according the GD “Guidelines on comparability, extrapolation, 
group tolerances and data requirements for setting εRδs” (SAσCτ ιηβηήVIήλη 
ά revέλ, εarch βί11) from the residue section might be accepted only for 
plantsν 
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•  Dehusking as a refinement option cannot be used in a quantitative risk 

assessment without further evidence Body burden modelling accepted at 
national level (by HEδδAS, PτRTUGAδ and FRAσCEExpert judgment needed 
for SPAIσ)έ 

 
Proposals for refinement of acute risk  

 
• Geometric mean of δDηί values from different species is accepted as 

proposed in EFSA, βίίλν 
• Values based on the λίth percentiles of RUD, PT and PD are relevant for the 

risk assessment (only for highly validated studies)ν FRANCE does not accept 
refinement of PT for the acute risk assessmentέ 

• For highly acute toxic active substancesήPPPs, it is difficult to accept refining 
PT and PD values or a mixed diet (omnivorous scenario) without further 
argumentationέ In the latter case the worst ETE from one diet should be 
calculatedν 

• Residues on dead insects should be taken into consideration only for acute 
toxicityέ 

 
Proposals for refinement of long term risk assessment  
 

• εean values of RUD, PT and PD are relevant for the risk assessment (only for 
highly validated studies)ν In France, the mean PT value can be used for δT risk 
assessment refinement when more than βί consumer individuals are followed 
in field trialsέ  

• PT values ≥ ίέκ can be accepted as default value without further evidenceν 
FRAσCE does not accept and ask for robust data 

• The ecotoxicological relevant value (usually not the worst ecotoxicological 
value reported in the δoEP) from the toxicological studies can be proposed as 
a refinement option (for HEδδAS and PτRTUGAδ)έ In such cases a 
scientifically based argumentation is requiredέ 

 
 
Aspects to be considered in the vole scenario  
 

• σatural cyclic population changes with high reproduction capacity and 
population recoveryν 

• Primary offάcrop habitatέ Crop colonization mainly at peak population yearsμ 
some species can become serious pests in certain crops, (eέg εicrotus arvalis 
in sugarbeet in Spain and εicrotus duodecimcostatus in citrus) triggering vole 
control measuresν 

• Exposure to PPPs occurred only at peak levelsέν 
• τther factors are influencing in crop populationsμ irrigation vs dry regime, 

regular plowing and mowing ή weed control, presence of livestock, vole pest 
control operations Scenario covered by other small mammals taxonomically 
relatedέ 

 
 Identification of needs  

• Relevant scenarios for the risk assessment for different εediterranean crops 
should be definedμ  Crop specific “focal species” at given BBCH code as 
proposed by EFSA GD are not always relevant for risk assessmentέ Instead, a 
regional category approach for selection of FS seems to be more appropriate ν 
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• An excel sheet with proposed southern focal species for standard risk 
assessment in different  cropsν 
 

• Development of a more specific RUD database for the South Zoneν 
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Appendix VII: CoCh REPORT 
 
 
According to Article 43  of 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: 
Renewal of authorization  
Plant Protection Product: 
Trade names in MS 
Formulation/Developmet code 
Registration Holder: 
Content of Active substance/es 
Type of formulation 
 
ZRMS: 
cMS: 
Date of submission: 
 

Information Yήσ Information, summary or 
justification provided 

(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.(monitoring information 
regarding the a.s. approval and national 
monitoring programs for information) 
 

  

 
Additionally, the following information must be submitted to facilitate the evaluation process: 
 
 

Information Yήσ Information, summary or 
justification provided 

A GAP list in english with the already 
authorized uses in the zone 

  



REGULATION (EU) No 1107/2009 (Article 43)      Date: DD/MM/YYYY 

 

λί 

Information Yήσ Information, summary or 
justification provided 

For each GAP, concerned MS must be reported 
 
A notifier declaration that there is no 

modification of the GAP requested or 
justification of the modification (new 
endpoints, outcome of risk assessment, risk 
envelop approach) 

 

  

Declaration signed by the manufacturer that 
there has not  been any modification with 
regard to the composition of the authorized 
product under uniform principles, or 
justification of the need to make a minor 
change due to the renewal of the approval of 
the active 

  

Updated DRR (Part A; B and C) indicating 
where there is new information not 
previously reviewed in the zone 

  

Justification for each data point for which not 
all information can be submitted 

  

List of cat 4 studies and submission date and 
justification for each of them with a proof 
that the studies have been initiated or 
commissioned. 

  

A signed statement confirming that the 
authorized plant protection products and 
uses are in compliance with the conditions 
and restrictions of the renewal of the 
approval. 

  

A statement confirming accessing to Annex II 
data 

  

 
 

Conclusion of the ZRMS: [CLICK IN THE GREY BOXES AS APPROPRIATE AND SELECT 
THE APPROPRIATE TEXT] 
 

  Complete 
 

  Not Complete 
 

The zRεS _____________, appointed to coordinate the renewal of authorization of the plant 
protection product __________, whose authorization holder is _____________________, on 
behalf of the SτUTHERσ ZτσE confirms that the authorization holder applied to renew the 
authorization of the plant protection product above mentioned within three months after the 
date of application of the decision on the renewal of the active substance 
_________________έ  
 
The zRεS _____________, informs that the applicant has NOT submitted a justification for 
which not all information has been submitted at the three months deadline 
 

  Postponed  
 
The zRεS _____________, appointed to coordinate the renewal of authorization of the plant 
protection product __________, whose authorization holder is _____________________, on 
behalf of the SτUTHERσ ZτσE confirms that the authorization holder applied to renew the 
authorization of the plant protection product above mentioned within three months after the 
date of application of the decision on the renewal of the active substance 
_________________έ  
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The zRεS _____________, informs that the applicant has submitted a justification for which 
not all information has been submitted at the three months deadline 

[SELECT AS APPROPRIATE] 
• due to new endpoints decided at the time of the renewal of approval 

of the active substance (cat 4 studies) 

• due to new guidance document published before the time of the 
renewal of approval of the active substance (cat 4 studies) 

• due to the presence of a second active substance, 
_________________, for which is expected to expire within 
twelve months of the renewal of approval of _______________ 

 
The zRεS _____________, has checked the appropriateness of this justification and has 
considered ACCEPTABLE the postponement of the submission of the following studies in 
the indicated dateμ 
 
 

Annex Point Study title (if available 
) or study type 

Study duration Completion 
date/report 
number (if 
available) 

Justification 
accepted by the 
ZRMS (including 
if study is a cat4 
study) 

     

          

 
 
In accordance with the assessment of the provisions in the planning of the applicant, the 
submission of the documentation is expected by MONTH YEAR in ZRMSέ  
This is reported to concerned εember states, to make a decision on the extension of expiry 
dates of the authorizations of plant protection products which can be affected by this 
evaluationέ 
 

Date and signature 
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Appendix VIII: GENERAL CONSENSUS ON EFFICACY SECTION IN THE 
SMS  
 
Data requirements & Evaluation criteria 
 
Distribution & number of trials:  
 
The dRR should facilitate evaluation according to the EPPτ climatic Zones 
for all cεSsέ  
 

i.e. 
• Mediterranean Zone for EL, ES, IT, PT, CY, MT  
• Mediterranean Zone + Maritime Zone for FR (including 

“Central  zone” maritime, if no sufficient data 
covering northern FR) 

• South East Zone for BG 
• South East Zone + Mediterranean Zone for HR  

 
During the evaluation, ZRεS shall identify lack of efficacy trails in the different 
climatic EPPτ Zones, giving the opportunity to applicant to submit additional 
trials or stop the clockέData gaps identified by zRεS regarding the distribution 
and number of efficacy trials per EPPτ zone should be communicated to the 
applicant as soon as possible and they should be addressed by the applicant 
before the commenting phaseέ’έ 
 
zRεS should try to conclude in the dRR but take into account the cεS 
opinion for the final conclusion (fRR) and for all the uses claimed in the GAP 
tableέ In case there are disagreements by the cεS in the decision for a use, 
the zRεS conclusion in the RR decision table should beμ ‘the decision can be 
made at εS level’ when at least one εS has an opposite opinionέ The 
decision ‘Rejected’ will be selected by the zRεS when all εS agree on the 
rejection of the useέ   
 
Good Agricultural Practices: 
 
σumber of applications, BBCH and water volume proposed in the GAP table 
should reflect as much as possible the parameters tested in the efficacy testsέ 
A detailed explanation should be given by the applicant when the number of 
applications, BBCH and water volume tested in efficacy trials differs to the 
intended GAP  
 
Resistance Management: 
 
Restrictions on the number of applications related to the resistance risk can 
be appliedέ  

 
Quality of the submitted Efficacy data: BAD, dRR and trials 
 
Trial reports: 
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The applicant should provide all the reports for all uses (crop x pest) 
mentioned in the Efficacy Sectionέ The design, statistical analysis, conduct 
and reporting of trials shall be in accordance with the specific standards of the 
European and εediterranean Plant Protection τrganisation (EPPτ), where 
availableέ Deviations from available EPPτ guidelines, may be acceptable if 
the trials design meets the minimum requirements of the relevant EPPτ 
standard, and is fully described and justifiedέ In the absence of specific EPPτ 
standards, related EPPτ standards ή σational Experimental methods ή 
published methodology could be used along with a justificationέ 
 
Each report shall include a detailed and critical assessment of the dataέ 
Statistical analysis of the results in the trial reports is necessary and required 
by GEPέ 
 
Summary Tables & statistical analysis are considered essential in the 
BAD and dRR: 
 
In case the provided summary tables are considered as not fully satisfying, 
the zRεS can ask the Applicant to amend summary tables according to the 
recommendations in the data gap tables 
  
In the dRR, even if not mandatory, statistical analysis of efficacy results is 
fundamental for the evaluation, particularly for the assessment of the 
minimum effective dose (number of trials in which the selected dose was 
statistically ‘ρ, < or =’ compared to other tested doses)έ Efficacy data should 
be presented independently for each EPPτ zone based on the statistical 
analysis per trial, and in case of an analysis for a trial group preferably 
independently for each EPPτ zoneέέ 
 
Selection of assessment date & parameters:  
 
The most appropriateήrepresentative assessment should be justified by the 
applicant (eέgέ regarding the biochemical mode of action of the active 
substance(s) contained in the plant protection product, residual activity etc)έ 
 
In the case of herbicides, at least a threshold of η plantsήmβ or ηΣ ground 
cover is acceptable for the validity of the trialsέ In a number of trials, the weed 
density should exceed 1ί plantsήmβ (1ίΣ ground cover)έ 
 
For all other types of products, the minimum acceptable level of 
infestationήinfection used  for validation of a trial or an assessment date 
should be specified and justified, scientifically based on available data andήor 
open or common expert knowledgeέ     
 
Dose expressions:  
In principle, it should be avoided to mix different dose expressions for each 
useέ For example, during product development, when the first trials were 
carried out at a dose per hectare, it is preferable to keep this dose expression 
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till the end (but measuring and reporting all parameters allowing dose 
conversion)έ  
 
For new products, developed with dose expression as δWA (eέgέ pome fruits, 
grape, high growing vegetables), the same principle appliesμ keep this dose 
expression for all the trialsέ In the EPPτ Workshop on harmonized dose 
expression for the zonal evaluation of plant protection products in high 
growing crops (Vienna, βί1θά1ίά1κήβί) it was agreed thatμ 
 

 δeaf Wall Area (δWA) is applicable for crops that form “walls” 
(trellisήhedge) (high growing vegetablesν pome fruits, almondsν 
grapevineν fruit trees in trellis cropping system)έ  

 δWA is not applicable for globular trees (iέeέ trees that that not form 
“walls” such as citrus, traditional olive)έ  

 Conversion of different dose expressionμ concentration (ήhlν Σ) + spray 
volume] <άρ ήha ground <άρ ήm canopy height <άρ ή ha leaf wall area 
δWA <άρ 1ίίίί mγ tree row volume TRV must be submitted 

 For globular trees (eέgέ citrus) further data should be collectedέ 
 

Although it is not a requirement, SεS recognize that in order to validate the 
minimum effective dose it is useful to include data on deposit of active 
substance per foliar area (ng aέ sέήcmβ) in the report of efficacy trialsέ If this 
type of data are included it is proposed to follow the standard ISτήFDIS 
ββηββέ 
 
All parameters allowing dose conversion should be measured and reported in 
the BAD (including spray volume, equipment used…)έ    
 
 
In case of β different dose expressions, evaluation should be done separately 
for each data set of the same dose expression and then the effective dose for 
each data set can be converted to the intended dose expressionέ Different 
dose expressions should not be mixed in summary tablesέ 
 
 
Renewal (art. 43) – Evaluation of efficacy section 
 
In the cases that there is no change in the GAP, compared with the already 
registered uses under Uniform Principles, no efficacy evaluation will be 
conducted by the zRεS, hence a complete efficacy data package is not 
required, only an update on the assessment of the risk of appearance of 
resistances is considered necessaryέ  
 
σew efficacy trials are not necessary in the following casesμ 

ά The dose is changed within the authorised range in the zone 
(additional data could be required case by case) 

ά Reduction of number of applications in the zone 
ά Change of application time within the period of application already 

authorized in the zone  
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In the three cases mentioned above, applicants shall provide a dRR (the 
available voluntary worksharing FRR, from the evaluation according to 
Uniform Principles) with a complete efficacy section highlighting only the new 
information (iέeέ resistance update or data supporting the GAP change)έ 
 
In case of an existing RR from authorities (in English), it is advised to submit 
an update of this existing RRέ 
 
Where a GAP change is necessary (due to change of endpoint in active 
substance renewal, typically dose reduction linked to risk assessment), 
efficacy data addressing the revised GAP should be assessed (reduced 
dataset with dose comparison, only on majorήrepresentative uses could be 
submitted) and update of the resistance statusέ 
 
 


