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Working document

Draft
Guidance document on zonal evaluation and mutual recognition under Regulation 1107/2009
This document has been conceived as a working document of the Commission Services which was elaborated in co-operation with the Member States. It does not intend to produce legally binding effects and by its nature does not prejudice any measure taken by a Member State within the implementation prerogatives under Regulation 1107/2009 nor any case law developed with regard to this provision. This document also does not preclude the possibility that the European Court of Justice may give one or another provision direct effect in Member States.

1.
Background

This guidance document has been developed to elaborate the procedures contained in Regulation 1107/2009 (hereinafter called "the Regulation") for zonal evaluation (Articles 33 – 39) and mutual recognition (Articles 40 – 42). As a new element, the Regulation provides for a more efficient system of mutual recognition, which is built on the assumption that any assessment which was already done by one Member State (MS) shall not be repeated by another MS when recognising an authorisation, except for clearly defined circumstances.
The Regulation provides for a general system of zonal evaluation. Mutual recognition is an important part of this. Under Regulation 1107/2009 any authorization in one MS can be used for mutual recognition in another MS, if the conditions are comparable. Therefore it seems appropriate to set out the zonal evaluation in more detail.
It is anticipated that this guidance document may form the basis of a single ‘handbook’ for product authorisation to avoid the publication of numerous different documents and to streamline the information flow.
It applies for applications which are made, or due to be made after the date of application of the Regulation 1107/2009 (14 June 2011). Transitional measures are also covered in the document.
2.
Zonal authorizations

2.1
Legal basis

Procedure to be followed when an application for authorization is submitted is described in Articles 33-39 of the Regulation.

In the special case of low-risk PPPs (Article 47) a similar guideline will be developed once low risk active substances have been identified. 

Main of the legal provisions:

An applicant should apply to each Member State where the plant protection product is intended to be placed on the market.

It is clear from the wording of Article 33 par. 2 (a) that applications for authorization should be prepared having in mind not only the intended uses in a specific MS of the zone but all intended uses in each MS of that zone. In other words Annex III dossiers should be prepared to reflect the conditions prevailing in the entire zone.

When an application is submitted applicants are also making a proposal as to which MS he expects to evaluate the application (Article 33 par. 2(b). In principle, the MS that was originally proposed by the applicant will also act as RMS unless another MS in the same zone agrees to examine it (Article 35).

In case of applications for use in:

a. Greenhouses as defined in Article 3 par. 27
b. post-harvest treatment as defined in Article 3 par. 28
c. treatment of empty storage rooms

d. seed treatment

only one Member State shall evaluate the application considering all zones.
Once the Zonal-RMS has been appointed the other MS in the zone shall refrain from proceeding with the assessment of their applications, waiting for the assessment from the Zonal-RMS (Article 35 third subparagraph).

In those cases that an application for authorisation of a PPP is submitted at the same time in more than one zone, it is given the possibility for cooperation between Zonal-RMS to come to an agreement as to which MS will evaluate the data which are not related to the environmental and agricultural conditions (the hard core dossier) (Article 35 subparagraph 4).

During the examination of an application the ZRMS shall give all MS in the same zone the opportunity to submit comments for consideration in the assessment (Article 36 par. 1).

The Zonal-RMS shall decide within twelve months of receiving the application whether the requirements for authorisation are met making use of the Uniform Principles  except when additional data are requested in which case this period is prolonged at maximum for six months (Article 37 par. 1).

In line with Article 37.2, in case of applications for authorisation of PPPs containing sources other than those assessed for approval, the deadlines for taking a decision are suspended while applying the procedure of Article 38 (assessment of equivalence).

In those cases that an application is received for a PPP containing a substance that has not yet been approved, the zonal-RMS should start its assessment as soon as it has received the DAR. In this case and if the application refers to the same formulation and the same uses, the zonal-RMS should decide on the authorisation at the latest within six months of the active substance being approved (Article 37.3).

The Zonal-RMS, once it has concluded its assessment of the application, shall make available its assessment to the other Member States of the zone.

The other MS of the zone on the basis of the conclusions of the assessment of the zonal-RMS shall grant or refuse an authorisation at the latest within 120 days of receipt of the assessment report and the copy of the authorisation (Articles 36.2 and 37.4).

By way of derogation, appropriate conditions and other risk mitigation measures may be imposed deriving from specific conditions of use (Article 36.3 and 37.4). 

In case of refusal of an authorisation because of unacceptable risk to human or animal health or the environment there is an obligation to inform immediately the applicant and the Commission providing a technical or scientific justification.

For the special case of low risk products –once identified- the procedure remains the same as for the conventional products but the timeframe has been considerably reduced (120 days + max 180 days if additional data are requested).

2.2
Timelines, procedures and communication

2.2.1
Zonal Steering Committees

Communication within in zones and between zones is critical to operation of the zonal system and is facilitated by the following structure:

· One interzonal steering committee

· Three zonal steering committees

· One zonal contact point per MS

The Zonal Steering Committees consisting of one representative of each MS are envisaged which would:
· facilitate communication in work-sharing matters, 

· coordinate work sharing activities within and between zones, 

· take a role in the allocation of work to Member State who will undertake the evaluation on behalf of the other MS in the zone – the Zonal Rapporteur Member State (ZRMS),  

· discuss and solve any general issues relating to the efficiency of the system, and
· facilitate the harmonisation of national risk assessments in order to extend the areas in which risk envelopes can be applied.
Taking account the particular role of the zonal steering committees and the interzonal steering committee, rules of procedure must be adopted for these committees in order to lay down the scope and clarify the working processes. They will be developed by MS and the Commission and published in a separate document.
Frequency and organisation

Within each MS there will be one zonal contact point identified, which will be recorded in the EU contact point spreadsheet on the SANCO website http://ec.europa.eu/food/plant/protection/evaluation/dir91-414eec_en.htm ).
A Zonal Steering Committee in each zone will be in place in which each Member State in the zone will participate.  The Zonal Steering Committee will meet by routine teleconference (or other remote meeting tool) every 2 months to discuss specific applications and issues arising should be fed into the Inter Zonal Steering Committee. They should also meet face to face at least once a year.  It is envisaged that these meetings will be organised and chaired by the participating Member States on a year rotating basis

An Inter Zonal Steering Committee attended by 2 representatives from each of the Zonal Steering Committees (the chair and the in-coming chair) and of the Commission and which will address issues between the zones.  This Committee will meet every 3 months remotely following the zonal steering committees, and at least once a year face to face.  In particular this Committee will have to address co-ordination between zones and who evaluates which parts of the dossier where these are shared and evaluation of applications for use in greenhouses, post harvest treatment, treatment of empty storage rooms and for seed treatment. It is envisaged that these meetings will be organised and chaired by the participating Member States on a 2 year rotating basis

It should also be explored whether a permanent secretariat can be established in order to manage this process including the organisation of the steering group meeting.  The funding would need to be established (possibilities to be explored MS, COM).

2.2.2
Applications and authorisations database

It is considered that neither e-mail nor the current version of CIRCA are appropriate tools for managing zonal authorisations. In the short term CIRCA and a spreadsheet approach could be taken but a database must be developed to include:

· EU product names (industry formulation codes)
· active substance content (g/l or g/kg or other agreed units)
· Source of active substance
· product type

· applicant/ authorisation holder

· applications

· zonal GAP

· milestones for zonal evaluation

Development must focus on the immediate priorities to support the zonal system and ease of maintenance. However, in order to avoid duplication of work, the database will also be the platform to provide information according to article 57 of the Regulation.
At each stage outlined below the database should be updated.

A working group should be initiated to deal with the database.

2.2.3
Before industry submits an application
At least six months before the application is due to be made it is recommended that the applicant should submit to all zonal contact points in MS in the zone a summary of the products for which authorisation will be sought, detailing in which MSs the authorisation will be required. – the common format from SANCO/6896/2009 to be used. This will help organise the allocation of work to MS and to speed up the process. This information should be fed into the database.
The regulation states that the application must also include a proposal for the ZRMS. However, for efficient operation of the system the ZRMS should be appointed before the application arrives. Therefore it is expected that a proposal for the ZRMS is already included in the pre-application. Based on this proposal the zonal steering group will make a recommendation who will act as ZRMS which will be fed back to the applicant.

Already during the pre-application the applicant should identify which studies could fall under the provisions to avoid duplicative testing and sharing of tests involving vertebrate animals.
The applicant has to make their application to each Member States where an authorisation is required.  Whilst the applicants’ preference for choice of ZRMS should be taken into consideration wherever possible it shall be based on fair and proportional distribution of applications amongst MS in the zone. In addition the following, should also be taken into account: 

· identity of the original RMS for the Annex I consideration (noting that it will not always be possible to allocate the work to the original RMS), 

· MS where authorisation is sought , 

· 
relevance/importance of the products in each MS, 

· 
impact of multiple active products, and 

· 
resource availability in each MS. 


For greenhouses, post harvest treatment, treatment of empty storage rooms and for seed treatment only one MS should be proposed.
For products with multiple uses (outdoor and greenhouses, post harvest treatment, treatment of empty storage rooms and for seed treatment) only one ZRMS should examine the greenhouses, post harvest treatment, treatment of empty storage rooms and for seed treatment uses. This could be facilitated by the inter zonal steering group.

MS are open and willing to discuss possible problems in the application in order to assist applicants. Requests for pre-submission meetings should be addressed to the envisaged ZRMS.

Applicants should consider the use of the risk envelope approach in the core assessment to minimise the number of individual uses assessed, and maximise the value and relevance of the core assessment to all MS.  Choice of uses should be optimised to best reflect uses across the zone and possible differences in risk mitigation.  The risk envelope is a concept which exploits the idea that within a group of products and uses, there will be certain uses which represent the worst-case situation in each area of assessment/compartment . This can be different for the various specialist areas. The assessment of this worst-case product/use will cover all other situations where the GAP is less critical or the same. By establishing the risk envelope, it is possible to minimise the number of individual product/use assessments that need to be completed. The risk envelope concept will be further developed in light of experience.  
Applicants are required, in the context of the work sharing framework, to propose the use which establishes the zonal risk envelope in each area of the assessment (whilst also highlighting all the uses authorised/required within the zone). Assessors should consider the proposal to establish the risk envelope as part of their assessment, taking into account also the assessment available of the representative use submitted under the approval procedure. 

It should be noted that it may be difficult to define a risk envelope for all areas of the assessment (e.g. for fate and ecotoxicology there are for the time being still national assessment requirements which mean that it is not always possible to define a risk envelope relevant to the zone). In this case the MS requesting additional information should explain the additional request to the notifier and justify why he considers the risk envelope approach not applicable in this particular case.
These difficulties are expected to diminish as information exchange and harmonisation is increasing between MS under the procedure set out in articles 33-42 of the Regulation (see also "further steps" in chapter 4 of this guidance document).
2.2.4
Industry application

2.2.4.1
 Application
The applicant must make their application to each Member States where an authorisation is required.  The application has to include a list of intended uses in each MS of the zone where the applicant has made or intends to make an application.  They must also include a proposal for ZRMS. 
2.2.4.2
Dossier to be submitted

Basic requirements for an application are set out in Article 33.

The draft registration report format will be required as set out in SANCO guidance 6895/2009.  Also required will be:
· Data underlying the core assessment (in those cases where a national assessment is still required by a MS), and 

· Other national requirements (application forms etc) relevant to the receiving MS.
· Confidential information.
· Covering letter (see example attached at Appendix x)
Language

The application should be prepared in English. Whenever information is not provided in English, a translation into English should be provided.
2.2.5
Completeness check

A completeness check is not a direct legal requirement in Regulation1107/ 2009.  However the regulation does set out in Article 33 and 34 the requirements for the application.  If any of these elements are missing then the application should not be accepted which implies that a completeness check to establish the completeness of the application.

This completeness check has to be conducted within the overall timeframe for evaluation and should therefore be confined to an administrative check to establish that the required elements of the application are present (see 2.2.4.2) and that the appropriate fee can be charged.  The check should be conducted by the ZRMS.

At this stage a further exchange of information will be required on the basis of the actual dossier to establish that the decisions on work allocation taken before submission of the application are still valid.
2.2.6
Zonal RMS evaluation

2.2.6.1
Timelines

There is a total of one year to complete the evaluation from the date the application is submitted.  This period may be extended by 6 months if further information is requested.  In addition the timelines can be suspended if the procedure in Article 38 (assessment of equivalence) is necessary.

In order to allow for the commenting phase envisaged in Article 36(1) the initial assessment should be completed within 8 months of the date of submission of the application.

During the assessment it is not uncommon to have issues to resolve with the applicant.  This can be simple clarification or may involve the submission and assessment of new data.  Whilst both are acceptable the ZRMS should specify a maximum time period of six months for the clarification of these issues/submission of new data by the applicant.  The ZRMS should set the deadline at a realistic length in light of the additional information required.  If the missing information will take longer than six months to provide the application shall be refused at that stage and a new application required or continued with only those uses that can be supported.  Where further information is required the initial year assessment period will be extended by the additional period granted by the ZRMS.  However in order to allow sufficient time to deal with new information in the evaluation it is recommended that further requirements are identified no later than 6 months after the submission of the application.  Several requests for information can be made, including after the commenting period to clarify points, up to a maximum of six months plus further minor clarifications can be permitted without ‘stopping the clock’.  If the information is not provided within the required timeframe the examination of the application shall be completed either by refusal or by completing evaluation for those uses that can be authorised without the requested information.

A schematic representation is in Apendix 1.
2.2.6.2
Contingency measures

The expectation is that the ZRMS will deliver their evaluation within the deadline specified.  However if due to unforeseen circumstances the ZRMS is unable to deliver their assessment they should alert the Zonal Steering Committee and the Commission as soon as possible.  The Zonal Steering Committee will consider whether re-allocation or assistance to ZRMS is possible and appropriate.  This presents some practical difficulties, including fees, which would have to be resolved.

2.2.6.3
Assessment format

The evaluation should be presented according to the registration report format and is prepared by the ZRMS.  In those cases where specific national data requirements are necessary and justified, they are presented separately from the core assessment which is summarised in Part B of the Registration Report. However, all parts of the assessment of the ZRMS shall be used by other MS in the zone as a basis for national regulatory decisions.
The Uniform Principles must be applied for the assessment of a product and its uses, and should cover all the uses intended in the zone. The risk assessment should reflect guidance applicable at the date that the application was received by the ZRMS. Assessments must be supported by appropriate data. 
In cases where a MS clearly identified specific national assessment requirements (differing from or extending the core assessment) which are necessary due to its specific environmental or agricultural circumstances, that MS must complete a national addendum to Part B of the Registration Report based on the core assessment. It is not the responsibility of the ZRMS to evaluate the national addenda. In the longer term harmonisation is desirable.

The Part B core assessments (and national addenda where appropriate) are then used to determine risk mitigation measures and other restrictions or conditions which are due to specific conditions of use in that MS (reported in Part A of the Registration Report). 

Language
The registration report should be prepared in English. Where necessary translation into the national language for Part A and national addenda (Part B) can be added. The national authorisations (issued on completion of the assessment) will be prepared in national language.
2.2.6.4
Comments on ZRMS draft

The ZRMS draft registration report should be uploaded to CIRCA for comments by other MS. Only Part B is necessary at this time. Further details and guidance on uploading document naming conventions will be developed.

A 6 week period should be provided for MS comments using a reporting table format.  
At the same time as uploading to CIRCA the draft Registration Report may also be sent to applicant to provide their comments in the same format.  The basis for permitting the applicant to comment (factual issues only) need to be clear.

2.2.6.5
Finalisation and Decisions

Decisions by ZRMS

Once the comments have been received the ZRMS should finalise their assessment and make their decision on authorisation in accordance with Article 37(1).  It is possible to seek further clarifications from the applicant at this stage within the overall six month period for requests for further information.  In this context decision is interpreted to be formal authorisation or refusal.  Article 37 (4) refers to a decision in the context of Article 36(2) and (3) clearly refer to granting or refusal of authorisations.  This is important since the time period for product authorisation in other Member States does not begin until receipt of the assessment report and authorisation from the ZRMS.  Member States with a lengthy administrative procedure following the technical decision should take steps to minimise these.  

Authorisation by other MS in zone

Other MS have to issue an authorisation or refusal within 120 days of receipt of the ZRMS assessment and authorisation. If  there are justified MS specific requirements, MS can start working on them prior to receipt of the authorisation.
Other MS must not re-evaluate the application and restrict their additional assessment to requirements described under article 36(3).
There may be opportunities for further work sharing between MS at this if national specific requirements are shared.

Harmonisation of authorisation format

The basic information contained in an authorisation as well as the format for information to be kept available for public access should be harmonised to facilitate information sharing and interaction with the proposed database.  Obligatory information is clearly described in Art.31 par. 1, 2 and 3 and in article 57. Templates will be provided in the Registration Report guidance.
2.2.6.6
Publication

The finalised Registration Report should be sent to the applicant.

In principle Registration Reports could be published to increase transparency and openness.  Sanitisation will need to be considered.
3.
Mutual recognition

3.1
Legal basis

Mutual recognition in the sense of Article 40 applies to authorizations granted under Article 29 of 1107/2009 but does not apply to authorization granted under 91/414.

The procedure to be followed when an application for mutual recognition of an authorization is submitted is described in Articles 40-42 of the Regulation while the extension of authorizations for minor uses is included in Article 51 in general and more specifically in Article 51.5

Specific provisions have also been included for some special cases like low-risk products (Article 47) and products containing substances that are included in the list of “candidates for substitution” (Article 50).

Application for mutual recognition between MS belonging to different zones is possible e.g. UK authorization can be mutually recognized by Sweden however Denmark may only mutually recognize from the UK and not Sweden to avoid the ´domino´effect.

Different cases for mutual recognition:


The cases on which mutual recognition can be applied for are very clearly described in Article 40.1:

1. between MSs belonging to the same zone

2. between MSs belonging to different zones by the condition that this authorization is not used for mutual recognition in another MS within the same zone 

3. between any MS (regardless the zone it belongs to) in case the application concerned deals for use in greenhouses or post-harvest treatment, or for treatment of empty rooms or containers used for storing plant or plant products or for seed treatment.

There are a number of cases for which mutual recognition is optional. These are namely the following (Article 41.2):

1. an application has been submitted for an authorization that has been granted in accordance with case 2 above (voluntary mutual recognition between countries that belong to different zones).

2. the product contains a substance that is included in the list of candidates for substitution

3. the application concerns a provisional authorization 

4. the application concerns a product that contains a substance that has been approved under the derogation of Article 4.7 (substances for which there are no alternatives) 

Finally, in the specific case of minor uses the provisions of Article 40(1) are also applied by the condition that the application concerns uses that are considered as minor by the MS to which the application is submitted.

3.2
Timelines, procedures and communication

For mutual recognition the principles applied are the same as those outlined above for zonal authorizations.  In particular applications for mutual recognition should be notified to the Zonal Steering Committee and included in the applications database.

Authorisations given on the basis of mutual recognition must be clearly identified to avoid the ‘domino effect’. The central database on applications and also the database according to Article 57 should help MS receiving the application. MS should also state in their authorization certificate that this authorization is based on mutual recognition under 1107/2009.
Member States have 120 days to decide on authorisation or refusal of a mutual recognition application. They shall avoid re-evaluation of the application other than to fulfil the requirements of article 36(3).
4.
Harmonisation

Harmonisation of risk assessments is a medium term aim. A number of steps were proposed during the workshop in Braunschweig in January 2010 and were followed up in a separate document.
5.
Transitional measures

To be inserted at a later date
Appendix 1

Zonal evaluation and Mutual recognition under Regulation (EC) No. 1107/2009 (Art. 33 – 42)





12 months [4 months for low-risk ppp]�+ max 6 months if additional information needed (Art. 37) �+ 2 months if equivalence of a.s. has to be determined (Art. 37.2 ( Art. 38)





120 days (4 months) (Art. 37.4 & Art. 42.2)





within 5 months





Final ZRMS Registration Report 


+


ZRMS authorisation





receipt by MS of application


(Art. 33-34)


+


Applicant draft Registration Report


(SANCO 6895/2009)





8 months





Completeness Check





granting (mutual recognition) 


or refusal 


of authorization by other MS in zone (Art. 36.2 & 37.4)





Art. 40: mutual recognition not based on zonal evaluation





ZRMS draft Registration Report


(core assessment)





comments by other MS (on part B of RR) for consideration in the assessment (Art. 36.1)





Pre-application meeting/


contact; 


Summary of application + applicant’s proposal ZRMS





allocation of Zonal Rapporteur Member State (ZRMS) 


(Art. 35)


by Zonal Steering Committee





6 months





6 weeks �(1.5 months)





2.5 months





Identification (by ZRMS) of further requirements











PAGE  
1

