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1.
Basic Information
1.1
Programme: IPA 2007

1.2
Twinning Number: HR/2007/IB/AG/02
1.3 Title: Further Capacity Building in the area of Plant Protection Products and Pesticide Residues 

1.4 Sector:  Agriculture and Fisheries
1.5 Beneficiary country: Croatia

2.
Objectives
2.1
Overall Objective(s):

The overall objective of this project is reinforcement of the institutional and administrative capacity of the Republic of Croatia in the area of plant protection products (PPPs) and pesticide residues in its final preparations for accession to the EU, in order to strengthen the controls on PPPs and ensure protection of Human Health, the Environment and Consumers within the Republic of Croatia.

2.2 Project purpose:
The project’s purpose is to further strengthen the institutional and administrative capacity of Croatian Plant Health Service in the field of PPPs, including pesticide residues, in accordance with principles and requirements of the relevant EU Acquis. 

2.3
Contribution to Accession Partnership/ Stabilisation and Association Agreement/ National Programme for Integration of the Republic of Croatia into the EU (NPIEU)

Proposed project directly supports the priorities that have been specified in the Council Decision 2008/119/EC of 12 February 2008 on the principles, priorities and conditions contained in the Accession Partnership with Croatia and repealing Decision 2006/145/EC in the Chapter 12: Food safety, veterinary and phytosanitary policy:

· substantially improve the alignment of legislation in the food safety, veterinary and phytosanitary domain and strengthen the necessary implementing structures including control and inspection services, 

· ensure the setting up of compliant regimes in the food safety, veterinary and phytosanitary sectors, including … authorisation of PPPs and control of their residues….

National Programme for the Accession of the Republic of Croatia into the European Union for 2008 sets the following mid-term priorities: „to finalise outstanding implementing regulations, primarily those concerning pesticide residues and new EU regulations, directives and decisions concerning PPPs and pesticide residues, to further develop the National programme for the post-authorisation control of plant protection products and the National monitoring programme for pesticide residues in products of plant origin, to continue with new registration and re-registration of PPPs registered pursuant to the previous Plant Protection Act, to finalise the training of all those involved in the alignment process (administrative and technical staff and competent inspection services),...“. All of the above mentioned requirements and goals could only be achieved, due to their complexity and scope, through consistent theoretical and practical training delivered over several years, in particular the process of re-registration of all the PPPs within Croatia and portion and significant number of these trainings will be delivered through this project, which is a continuation of the previous Twinning projects in this field. 
The combination of the above specified results would mean that Croatia has effective regulation of PPPs in line with all the EU standards and regulation. These results would ultimately improve the protection of both human health and the environment in Croatia. 
3.
Description
3.1
Background and justification:

Ministry of Agriculture, Fisheries and Rural Development (MAFRD) is the national registration authority for regulation of PPPs in Croatia. In that process MAFRD cooperates with several institutions: Plant Protection Institute (PPI), Institute for Medical Research and Occupational Health (IMR), Croatian National Institute of Public Health (CNIPH) and Ministry of Health and Social Welfare (Directorate for Sanitary Inspection), all of which will benefit from the proposed project.

This project aims to enable Croatia’s full alignment with the EU Acquis in the area of PPPs and pesticide residues, bringing the authorisations of PPPs and all the supporting work in line with the current situation in the EU, to have adequate number of qualified and trained staff in all the relevant institutions to carry out the work and to make the regulatory information in the area of PPPs and pesticide residues available not just to the stakeholders but also to a wider public. All this will contribute to Croatia’s final preparations for the accession to the EU.

Since Croatia signed the Stabilization and Association Agreement in 2001 it has had the obligation to gradually harmonize the national legislation with the EU Acquis also in the phytosanitary area.

After three Twinning projects in this area finished (CARDS 2001 “Strategy Development Capacity Building in the Area of Plant Health”, CARDS 2002 HR-2002-IB-AG-01 “Capacity Building in the area of Agriculture, Live Animals and Food Products” and CARDS 2004 HR-04-IB-AG-01 “Further Development and Capacity Building in the area of Plant Protection Products”) a significant progress has been made in harmonisation and implementation of legislation in the area of PPPs and pesticide residues.
On the progress made to date the EU Commission stated in the “Croatia 2007 Progress Report” {COM(2007) 663 final}dated 6 November 2007 that “Good progress has been made in the area of phytosanitary issues, although further efforts are still required to finalise implementing legislation and to enhance the administrative capacity. Progress can be reported in enhancing staff numbers and qualifications as well as the general administrative capacity. 
Good progress has been made in the field of plant protection. The Plant Protection Products Act that entered into force in 2007 aims at harmonisation with the EU Acquis on the marketing of PPPs. Implementing legislation was issued on evaluation of active substances, authorisation and labelling of PPPs.“ and concludes the following for the Chapter 12: Food safety, veterinary and phytosanitary policy:

 „Progress has been made overall, in particular with the adoption of framework and secondary legislation. Considerable efforts are however required in order to accelerate the preparations of secondary legislation and ensure that the administrative capacity is further strengthened.“
The Commission staff working document “Croatia 2008 Progress Report” {COM(2008) 674}, dated on 5 November 2008, recognizes that good progress continued in the area of phytosanitary issues with the adoption of secondary legislation and the start of implementing activities for authorisation of plant protection products. 
Progress has continued in the sector of plant protection products as registration of products commenced in late 2007 as required by the Acquis. Substantial efforts are still required in the phytosanitary field, in particular as regards adoption of implementing legislation and the strengthening of administrative capacity.

Although significant progress has been made during previous projects, as evident from the EU Country Progress Reports, it has become evident that there is still a lack of experience with the new system. Further assistance with the work on authorisations of PPPs and the re-registration process according to the new legislation would be beneficial to Croatia. 
Further support and technical assistance in all of the mentioned areas is still essential. Experience sharing by EU Member States’ experts via another twinning project is of utmost importance to further strengthen the capacity of all the institutions in Croatia involved in regulatory work in the area of PPPs and pesticide residues and through that enable them to in due course independently carry out the required regulatory work. 

3.2
Linked activities (other international and national initiatives):
In the area of institutional strengthening and capacity building, this project is linked to the following CARDS projects:

CARDS 2001 – “Strategy Development Capacity Building in the Area of Plant Health” 

This project started in October 2002 and was finished in August 2003. It was primarily oriented on the assessment of expected workloads in the plant health area, primarily with PPI and partly with CNIPH, its Pesticide laboratory, once EC legislation in Croatia is adopted. The Final Report recommended the reorganisation of Institutes (human resources, office space, laboratory space, equipment etc.).

CARDS 2002 HR-2002-IB-AG-01 – “Capacity Building in the area of Agriculture, Live Animals and Food Products”

This project started in the first quarter of 2005 and was finished by the end of the year 2006.

The four main areas were: plant health (plant protection products), food safety, food quality and veterinary sub-sector. The main activities concerned the drafting of primary legislation and trainings in order to strengthen institutional and administrative capability in these four areas.

Within this project staff of the Department of Plant Protection Products were assisted in the preparation of the implementing regulations (Annexes I-VI), and experts from the PPI and IMR were familiarised with the evaluation of scientific dossiers of PPPs. 

CARDS 2003 HR-03-AG-03 – “Capacity Building in the Area of Plant Health”

The activities of this project were the continuation of the recommendation given in the Final Report of the CARDS 2001 project “Strategy Development Capacity Building in the Area of Plant Health”. Within this project certain laboratory equipment was provided to the PPI to support the physical-chemical analyses of PPPs. The second part of this project was concerned with equipping the pesticide residues laboratory of the CNIPH. This project ended in October 2008.

CARDS 2004 HR-04-IB-AG-01 – “Further Development and Capacity Building in the area of Plant Protection Products” 

This project started in August 2007 and its activities have ended in February 2009. The project used the expertise of the United Kingdom (UK), working with the beneficiary country, to ensure the continued development of relevant public services in line with EU standards. Project MS Partner was the Pesticides Safety Directorate. This project continued the activities started under the CARDS 2002 Twinning Project HR-2002-IB-AG-01 “Capacity Building in the area of Agriculture, Live Animals and Food Products”. 
The results of this project had been achieved in the following areas:
1. Legislation – transposition of the Acquis Communautaire in the area of PPPs and pesticide residues:
National legislation in the area of PPPs is in line with relevant current Community Acquis 
The Plant Protection Products Act - complied with the Council Directive 91/414/EC has been applying from the January 1st 2007. All 6 Annexes of Council Directive 91/414/EEC regarding plant protection products and active substances evaluation, PPPs labelling and PPPs evaluation and authorisation according to uniform principles were transposed into national legislation.
The List of active substances authorised for use in plant protection products in Republic of Croatia has been continuously updated to align with Annex I to Council Directive 91/414/EEC and PPPs authorisations have been withdrawn in the order in which the European Commission has adopted decisions on the non-inclusion of active substances in Annex I to Directive 91/414/EEC.
As regards the prohibition of placing on the market and use of plant protection products containing certain active substances, Council Directive 79/117/EEC was transposed into national legislation.
Maximum Residue Levels (MRLs) are in accordance with principles and requirements of Council Directive 91/414/EEC

As regards pesticide residues in food and feed of plant and animal origin, Commission Directive 2002/63/EC and Regulation of the European Parliament and of the Council (EC) No 396/2005 (with relevant Amendments and Annexes) were transposed into national legislation.
2. Administrative capacity strengthening in implementing legislation in the area of PPPs and pesticide residues;
The necessary  management and co-ordination of product applications was established
The relevant staff received advices on structural reorganisation of administrative area to facilitate effective and efficient administration of a regulatory system, training in the use of CADDY (the electronic submission, storage and archiving software), access to all relevant guidance documents, assistance with the performance of completeness checks, business planning, performance management and related quality systems.
3. Effective communication and information with stakeholders, EU MSs and relevant EU institutions;
Procedures for communication with applicants were developed
Letters on notifications were developed in order to notify all applicants on measures necessary to harmonise pesticide products registrations and processes in the Republic of Croatia with those currently operating within the EU as part of the process of preparation to accede to the European Union (EU): First letter on new legislation related to PPPs; Second letter on re-registration process in Republic of Croatia; Third letter on recognition procedure of authorisations of PPPs; Fourth letter providing guidance to applicants on authorisation requirements for recognition procedure of authorisations of PPPs and Fifth letter on new Regulation related to MRLs.

Procedures for communication and information exchange with EU MSs were developed
Letters for Member State’s contact person for Re-registration and Co-operation were developed in order to confirm that the authorisations have been granted in the certain Member State in accordance with Directive 91/414/EEC for the recognition procedure in Republic of Croatia, as a means of aligning Croatian plant protection authorisations to EU standards in preparation for EU membership. 
4. Development of new information systems to ensure regulatory information is accessible to all stakeholders;
Evaluation of existing IT system was done and existing Design for development of new ICT system evaluated. The project activities covered the evaluation of the current information systems for PPPs and MRLs at the MAFRD and an advice was given on the creation of a new information system for dealing with electronic submissions, including how to build logically correct Database Repository described in a way that the future IT consultants can understand, address system, business functions to be supported by the database applications, elaboration of candidate database applications and a proposal on how to ensure regulatory information is accessible to external departments and stakeholders.
The project fully contributed to process of creation of IT system, but software development is out of the scope of the project, so it was not yet finalised.

5. Organisation, structure and performance management to enhance cooperation within and among relevant institutions to enable efficient processing of PPP authorisations and pesticide residues monitoring.
Management structure and responsibilities were developed and links with other institutions formalised.
Systems and procedures are in place to accept and evaluate application for authorisation in line with the provisions of Directive 91/414/EEC:
Croatia has started the registration procedures for new products according to the new legislation. The PPPs authorisation procedure has been carried out in accordance with EU requirements and for products registered according to the old procedures was prepared a Program for Re-registration. Re-registration of PPPs has been in progress in accordance with the adopted Programme of Re-registration of Plant Protection Products.
Programmes of post-registration control of PPPs and programmes on monitoring of pesticide residues are carried out according to existing human capacity and laboratory equipment.
6. Training in technical expertise in data evaluation and risk assessment to increase the capacity of relevant administrative, scientific and laboratory staff of relevant institutions to evaluate all areas of the risk assessment for all types of authorisations to the standards required under the Acquis.
Capability to evaluate all areas of the risk assessment for all types of authorisations to the standards required under the Acquis is achieved 
Experts were trained in all aspects of data evaluation and internal operating procedures, except of the newly employed.
Some scientific and laboratory staff of relevant institutions were trained in the areas of quality manuals, document control, internal audits, equipment calibration checks, internal quality control, analytical chemistry to support regulatory data evaluation, methodology for residue determination in products of plant origin and the practical requirements of the GLP and ISO quality systems.
It is important to stress that the proposed project IPA 2007 would directly continue activities which have been started within the CARDS 2004 HR-04-IB-AG-01 project and there is still need for further assistance and training.
3.3
Results:

The results to be achieved by the project are the following:
1. Croatian legislation brought in line with EU Acquis in the area of PPPs and pesticide residues

2. The processes involved in the authorisation of PPPs brought in line with the current situation in the EU

3. Administrative staff and scientific staff from relevant institutions trained in their respective areas of PPPs and pesticides residues 

4. Information on PPPs and pesticide residues available to stakeholders and interested public
3.4
Activities:
Main activities foreseen within this project concern technical assistance in drafting new Croatian legislation in line with the new EU legislation in the area of PPPs (including the new PPP regulation and the Sustainable Use Directive) and pesticide residues, RTA and STEs hands-on assistance with concrete questions and issues that arise at the authorisation/re-registration process of the PPPs by explaining of the provisions of EU legislation; further training and technical assistance to administrative, scientific and technical staff in evaluation of PPPs dossiers; training of management, administrative and scientific staff in performance management and providing assistance and advice in development of necessary guidance documents and databases.

The training is envisaged to comprise of a number of components: assessment of the current level of proficiency and expertise of the Croatian staff and current situation which will take place at the beginning of STEs visit. The visit will be followed by STE’s advice and recommendation for future actions. Study visits of Croatian experts to Competent Authority of a Member State will be organised in a way to ensure practical experience and participation in real authorisation processes and other activities related to PPPs and pesticide residues in MS. 
At the end of the project, a final assessment will be made for each project component, together with recommendations on any future action required.
The project plans the following activities:

1.1. Drafting of relevant PPPs and pesticide residues legislation in line with EU legislation.
- Drafting the legislation on the sustainable use of pesticides

- Implementing of the amendments of the Annex I of the Directive 91/414/EEC

- Implementing of the amendments of the Annexes of the EC Regulation 96/2005 
- Implementing of the relevant Directives on non-inclusion certain active substances 
2.1. Conducting training in EU procedures regarding European peer review processes and EU review programme 
- Training relevant staff regarding European peer reviews processes of risk assessment of PPPs

- Training relevant staff for participation in the Standing Committee meetings and decision making

2.2. Conducting training in national procedures which are in line with EU procedures for the efficient processing of different types of Croatian applications for authorisation of all complexities
- Training relevant staff on processing of: standard applications, applications for minor uses, extraordinary, research and development and parallel import 
2.3. Drafting necessary guidelines to support the processes of registrations

- Drafting guidelines for processing of applications for changes in formulation of PPPs 
- Drafting guidelines for processing of requests for amendments of approvals 
3.1. Conducting trainings of MAFRD staff and relevant scientific staff in their specific responsibilities for coordination of PPPs applications from receipt to issuance of authorisations (procedures for processing applications within target times appropriate to the complexity of applications) and in the area of post-authorisation control of PPPs and pesticide residues monitoring programmes
3.2. Conducting further training for MAFRD staff, scientific and technical staff of relevant institutions in technical expertise in data evaluation and risk assessment for processing of all types of applications for authorisation of PPPs required under the Acquis
3.2.1 Conducting training in Efficacy 

3.2.2 Conducting training in Pesticide Chemistry

3.2.3 Conducting training in Pesticides Residues

3.2.4 Conducting training in Operator Exposure

3.2.5 Conducting training in Fate and Behaviour 

3.2.6 Conducting training in Ecotoxicology

3.2.7 Conducting training in Mammalian Toxicology

3.3. Conducting training of relevant MAFRD and scientific and technical staff on performance management including business planning, organisation of various administrative processes, reporting, controlling, record keeping and storage and human resources development

4.1. 
Further developing and update of necessary guidelines and databases and other communication tools for provision of advice and information to stakeholders and dissemination of guidance documents and regulatory information
In course of this project it is important that the trainings are aimed to as many members of staff as possible.  

The planned number of staff to be trained during the project (according to the situation at the time of writing the twinning fiche) would be approximately: MAFRD –8; PPI – 14; IMR – 2 and CNIPH – 3.

In course of this project, study visits to MS partner organization will be organised in duration of 5 to 10 working days depending on the expertise area and previously received training and experience of the Croatian experts. Employment of new staff is planned both in MAFRD and in the PPI, so the number and the duration of the study visits will depend on their level of expertise (level of experience of the new employed staff without any training “on real cases” and the staff already trained to the certain level differs), which will be determined at the stage of drafting the project work plan. 

Two visibility events will be organized in the course of the implementation of the project; Kick-off meeting and the start of the implantation and the Final meeting at the end of the implementation of the project activities.
3.5
Means/ Input from the MS Partner Administration:

3.5.1 Profile and tasks of the Project Leader 

Profile of the Project Leader:
· University degree
· High ranking official with experience in project management

· Experience in the area of Plant Protection Products and pesticides residue
· Experience in management and leadership of project which involved trainings would be an asset
· Experience in transposing EU regulations into national practice.

· Experience in reviewing procedures and formulating plans for change management. 

· Excellent knowledge of English language;

· IT and computer proficiency.
Tasks of the MS Project Leader:

-
Overall project co-ordination

-
Co-chairing, with the Croatian PL, the regular Steering committee meetings

-
Co-ordination of MS experts’ work and availability

-
Executing administrative issues (i.e. reporting)
-    Supporting study visits
-
Ensuring the backstopping functions and financial management

3.5.2 Profile and tasks of the RTA

Profile of the RTA:
· University degree in area of agriculture or other field relevant to the scope of this project
· Minimum 5 years experience in a national PPPs registration authority; preferably experience in a coordination activities relating to authorisation of PPPs;

· Experience in national and EC pesticides legislation and regulatory procedures, especially in respect of the processing of applications for PPP authorisation;

· Experience with quality assurance system principles;

· Experience in work with EU funded projects would be an asset
· Strong communication skills and experience in working in multi-disciplinary team;

· Good management skills;

· Excellent knowledge of English language;

· IT and computer proficiency.

Tasks of the RTA:
· To assist in the preparation of all project documents 
· To coordinate and organize training activities and study visits
· To provide technical advice for management staff on the development of national strategy and other tasks on PPPs and pesticide residues relating to EU requirements

· To facilitate co-operation between responsible ministry and institutions involved in PPPs regulation, post-registration control of PPPs and monitoring programmes of pesticides residues; 
· To facilitate/organize meetings relevant to the project;

· Providing support to STEs to ensure that specialised training are delivered efficiently and effectively;

Duration of the Resident Twinning Advisor secondment: 15 months.

3.5.3 Profile and tasks of the short-term experts

Profile of the STEs:
· University degree
· Experience in dealing with national PPP registration authority management concepts,

· Experience in dealing with recent EU concepts and considerations of PPPs registration procedures;
· Experience in delivering trainings would be an asset
· Good communication skills, 

· Excellent knowledge of English language,

· IT and computer proficiency, 

· Proven contractual relation to public administration or mandated body, as defined under the Twinning manual (Section 5.3.2)
Tasks of the STEs:

Short-term experts will be required for the performance of tasks as described in 3.4. activities:
· Assistance in drafting of relevant PPPs and pesticide residues legislation in line with EU legislation 
· Hands-on assistance with concrete questions and issues that arise at the authorisation/re-registration process of the PPPs by explaining of the provisions of EU legislation; 
· Training and technical assistance to administrative, scientific and laboratory staff in evaluation of PPPs dossiers; 
· Training of management, administrative and scientific staff in performance management;
· Providing assistance and advice in development of guidance documents, necessary databases, effective communication with stake holders.
4.
Institutional Framework
The following institutions are responsible for the implementation of EU requirements in the field of PPPs and pesticide residues and will be involved in the implementation of this project:
Ministry of Agriculture, Fisheries and Rural Development (MAFRD) – Department of Plant Protection Products (the main beneficiary)

The national registration authority in Croatia is MAFRD and they are responsible for:

· Drafting of PPPs and pesticide residues legislation,

· the issuing of PPPs approvals;

· the co-ordination and management of the procedures for the authorisation of PPPs under both Directive 91/414/EEC and national legislation which includes:

· registration and re-registration

· minor uses

· recognition

· experimental permits

· extraordinary permits

· provisional permits.

In the process of the evaluation of dossiers on active substances and PPPs on a national level, MAFRD co-operates with the following institutions (organisations to receive training):

Plant Protection Institute (PPI)

The PPI is responsible for the evaluation of data in the area of PPPs.  Areas evaluated include physicochemical properties of PPPs; environmental fate and behaviour for PPPs; ecotoxicology of PPPs; residues of PPPs and consideration of MRLs; operator exposure to PPPs; and post-registration control of PPPs (checking the quality of products on the market).

Institute for Medical Research and Occupational Health (IMR)

The IMR is a scientific institute providing support to the regulatory authorities for PPPs primarily in the area of mammalian toxicology data evaluation, operator exposure assessment, and risk assessment for new and existing pesticides and their products.

Croatian National Institute of Public Health (CNIPH)

Directive 91/414/EEC and national legislation also requires post-authorisation control (monitoring) of pesticide residues in food and feed.  In order to serve this requirement MAFRD co-operates with the CNIPH (residue analysis for products of plant origin); and with: 

Ministry of Health and Social Welfare (MHSW) - Directorate of Sanitary Inspection

for sampling of products of plant origin.

Croatian Food Agency 

National agency responsible for food safety, including the consumer risk assessment for pesticide residues in products of plant origin.
The beneficiary institution will dedicate all necessary human and financial resources in order to guarantee an effective implementation of the respective project. In particular, the beneficiary institution will ensure the availability of the following provisions:
Adequately equipped office space for the RTA and the RTA assistant for the entire duration of their secondment (in particular a desk, a telephone line, PC with e-mail account and internet access, possibility to use fax & copy services).


Adequate conditions for the STEs to perform their work while on mission to the BC.

     
Training and conference venues as well as presentation and interpretation equipment.

Costs for travel by BC participants from their capitals to a MS or between MS (study visits). 

Its active involvement in preparation of the PIU and Steering Committee meetings and participation of its members on the same.

The availability of the BC human resources (BC experts) during the implementation of the activities.

5.
Budget

Total Budget: 650,000 EUR

Interpretation costs will be reimbursed from the budget only for the purpose of workshops and seminars, up to 7% of the budget can be used for translation and interpretation purposes.
6.
Implementation Arrangements
6.1
Implementing Agency responsible for tendering, contracting and accounting 

Central Finance and Contracting Agency (CFCA)

Ulica grada Vukovara 284/II

HR – 10000 Zagreb

Mrs. Marija Tufekčić, Director of the CFCA

Phone: +385 1 4591 245

Fax: +385 1 4591 075

E-mail: procurement@safu.hr
Twinning Administrative Office 

Central Finance and Contracting Agency

Ulica grada Vukovara 284/II

HR - 10000 Zagreb

Contact: Ms Štefica Belčić

Phone: +385 1 4591 060

Fax: + 385 1 4591 075

E-mail: twinning@safu.hr
6.2 Main  counterpart  in  the  BC

The Senior Programme Officer (SPO):

Mr Josip Kraljičković, State Secretary 

Ministry of Agriculture, Fisheries and Rural Development

Ulica grada Vukovara 78

HR – 10000 Zagreb, Republic of Croatia

Phone: + 385 1 6106 724

Fax: + 385 1 6109 200

E-mail: josip.kraljickovic@mps.hr
Deputy SPO:

Mr Miroslav Božić, Director

Ministry of Agriculture, Fisheries and Rural Development

Ulica grada Vukovara 78

HR – 10 000 Zagreb, Republic of Croatia

Phone: + 385 1 6106 206

Fax: + 385 1 6109 206

E-mail: m.bozic@mps.hr
BC Project Leader:

Mr Miljenko Rakić, Director

Directorate of Agriculture and Food Industry

Ministry of Agriculture, Fisheries and Rural Development

Ulica grada Vukovara 78, 10000 Zagreb

Phone: + 385 1 6106 620

Fax: + 385 1 6109 202

E-mail: miljenko.rakic@mps.hr
Lead RTA Counterpart:
Responsible for overall issues related to Project implementation including issues related to the RTA secondment.

Ms Višnja Ljubetić, Head of Phytosanitary Sector

Directorate of Agriculture and Food Industry

Ministry of Agriculture, Fisheries and Rural Development

Ulica grada Vukovara 78, 10000 Zagreb

Phone: +385 1 6109 565

Fax: + 385 1 6109 202

E-mail: visnja.ljubetic@mps.hr 

RTA Counterpart:
Responsible for issues related to implementation of specific activities.

Mr Vlado Novaković, Head of Plant Protection Products Department

Directorate of Agriculture and Food Industry

Ministry of Agriculture, Fisheries and Rural Development

Ulica grada Vukovara 78, 10000 Zagreb

Phone: +385 1 6109 566

Fax: + 385 1 6109 202

E-mail: vlado.novakovic@mps.hr 

6.3 Contracts

It is envisaged that the Project will be implemented through one Twinning contract, with an indicative amount of EUR 650,000.

7.
Implementation Schedule (indicative)
7.1
Launching of the call for proposals (2Q/2009)

7.2
Start of project activities (1Q/2010)

7.3
Project completion (2Q/2011)
7.4
Duration of the implementation period (number of months):
18 months: 15 months for the implementation of the activities and 3 months for the starting up and closure of the Action

8.
Sustainability
The mandatory results of all the previous twinning projects have been successfully achieved and have brought to MAFRD and relevant institutions permanent and concrete benefits. After the last Twinning project, Croatian legislation in the area of PPPs and pesticide residues is almost completely compliant with the relevant EU acquis.  Further to this, Standard Operating Procedures and various guidance documents have already been developed or will be fully developed for long term use by MAFRD administrative, scientific and laboratory staff. Sustainability of this project will be assured by implementing the legislation which will be drafted during this project.
The staff from all the institutions involved in PPP and pesticide residues regulation that has been trained over the years will be able to convey their knowledge and expertise to their new colleagues when needed.  
The trainings which will be conducted in course of this project include an obligation of the Beneficiary staff to follow on with the “Training of Trainers” programme.

9.
Crosscutting issues (equal opportunity, environment, etc…)
Based on the fundamental principles of promoting equality and combating discrimination, participation in the project will be guaranteed on the basis of equal access regardless of sex, racial or ethnic origin, religion or belief, disability, age or sexual orientation.

10. Conditionality and sequencing

N/A

ANNEXES TO PROJECT FICHE
1.  Logical framework matrix in standard format 

2.  Detailed implementation chart 

3. Contracting  and  disbursement  schedule  by  quarter  for  full  duration  of  programme  (including disbursement period) 
4.  Reference to the relevant Acquis communautaire
5.  Reference to the relevant Croatian legislations
Logical Framework Matrix

	project: FURTHER CAPACITY BUILDING IN THE AREA OF PLANT PROTECTION PRODUCTS and pesticide residues
	Programme name and number

IPA 2007
	 MACROBUTTON  AcceptAllChangesInDoc [Cris number] 

	Project Beneficiary:

Ministry of Agriculture, Fisheries and Rural Development (MAFRD)


	Contracting period expires:

17 November 2010
	Disbursement period expires: 

17 November 2013

	
	Total budget: €650,000 
	IPA budget: €650,000

	Overall objective
	Objectively Verifiable Indicators 
	Sources of Verification
	

	The overall objective of this project is reinforcement of the institutional and administrative capacity of the Republic of Croatia in the area of plant protection products (PPPs) and pesticide residues in its final preparations for accession to the EU, in order to strengthen the controls on PPPs and ensure protection of Human Health, the Environment and Consumers within the Republic of Croatia.


	Increased level of protection from pesticide residues in food 
Legislation related to PPPs and pesticide residues brought in line with new EU legislation.

	National Programme for Monitoring of Pesticide Residues in Food Report,

EU Country Progress  Report (Croatia),

Food and Veterinary Office (FVO) Reports
	

	Project purpose
	Objectively Verifiable Indicators
	Sources of Verification
	Assumptions

	To further strengthen the institutional and administrative capacity of Croatian Plant Health Service in the field of PPPs, including pesticide residues, in accordance with principles and requirements of the relevant EU Acquis. 


	Croatian Authorisations of PPPs  will be accepted by other EU Member States after accession

Relevant members of all stakeholders institutions trained.

	Number of requests for mutual recognition of PPPs  by other EU Member States, after Croatia joins the EU
	Further government support for employing necessary number of scientific and administrative staff in MAFRD and relevant institutions


	Results 
	Objectively Verifiable Indicators
	Sources of Verification
	Assumptions

	1. Croatian legislation brought in line with EU Acquis in the area of PPPs and pesticide residues
	Harmonisation of Croatian legislation on PPPs and pesticide residues with new EU legislation completed.
Plant Protection Products: 

Croatian List of active substances (a.s.) harmonised with the latest version of EU list of a.s. 

Legislation on Sustainable use of PPPs drafted
 Croatian authorisations of PPPs containing active substances withdrawn at EU level (by  EU Decisions on withdrawal of certain a.s.)
Pesticide residues:

Annexes of the Croatian Ordinance on pesticide residues amended with the latest version of the Annexes of EU Regulations on pesticide residues


	Official Gazette, Tables of Concordance
	Government support

	2. The processes involved in the authorisation of PPPs brought in line with the current situation in the EU
	MAFRD staff gained insight in to EU activities and events relating to PPPs and pesticides residues (Peer review program, relevant Standing Committee meetings, Pesticide Steering Committee Meeting, etc.)

Deadlines for the implementation of the Croatian Program of re-registration of PPPs met.
Croatian re-registration program amended in order to follow EU review programme of PPPs.

All types of applications for authorisation of PPPs (standard, provisional, recognition, minor uses, extraordinary, research and development, amendments) processed in accordance with harmonised legislation.

Guidelines  for processing applications with changes in formulation (major and minor) in order to clearly define which applications may be subject to the administrative procedure and which ones require technical input from evaluators, produced.

Guidelines  for processing  of requests for amendments to approvals (new crop, new packaging size, solvents, formulation change, etc.), produced.
Post-authorisation control programmes of PPPs (formulation monitoring) carried out in line with EU standards

National Program of Monitoring of pesticide residues in products of plant origin carried out in line with EU standards
	Project Final Report, MAFRD webpage, Annual Reports of the Phytosanitary Sector of MAFRD
	

	3. Administrative staff and scientific staff from relevant institutions trained  in their respective areas of PPPs and pesticides residues 
	MAFRD staff and relevant scientific staff trained for the efficient co-ordination and processing of all types of applications for authorisations of all complexities and prepared to future participation in EU activities and events 

Scientific and technical staff from the relevant institutions trained to perform the work required in the area of PPPs and pesticide residues (approximately 27 from all institutions involved)
	Project Final Report, 

List of participants of  trainings
	

	4. Information on PPPs and pesticide residues available to stakeholders and interested public
	Stakeholders informed on further activities relating to re-registration programme 

Information on authorised PPPs available to stakeholders and interested public 

Reports of Program of post-authorisation control of PPPs and National monitoring of pesticides residues produced and made available to stakeholders and interested public
-Guidelines relating to PPPs and residues made available to stakeholders

	Number of visits to websites, media interest, stakeholders’ feedback, number of meetings with relevant associations (CROCPA, CROMAS, etc.)
	

	Activities
	Means
	Specification of costs
	Assumptions 

	1.1. Drafting of relevant PPPs and pesticide residues legislation in line with EU legislation.

- Drafting the legislation on the sustainable use of pesticides

- Implementing of the amendments of the Annex I of the Directive 91/414/EEC

- Implementing of the amendments of the Annexes of the EC Regulation 96/2005 

- Implementing of the relevant Directives on non-inclusion certain active substances 

2.1. Conducting training in EU procedures regarding European peer review processes and EU review programme 

- Training relevant staff regarding European peer reviews processes of risk assessment of PPPs

- Training relevant staff for participation in the Standing Committee meetings and decision making

2.2. Conducting training in national procedures which are in line with EU procedures for the efficient processing of different types of Croatian applications for authorisation of all complexities

- Training relevant staff on processing of: standard applications, applications for minor uses, extraordinary, research and development and parallel import 
2.3. Drafting necessary guidelines to support the processes of registrations

- Drafting guidelines for processing of applications for changes in formulation of PPPs 

- Drafting guidelines for processing of requests for amendments of approvals 

3.1.  Conducting trainings of MAFRD staff and relevant scientific staff in their specific responsibilities for coordination of PPPs applications from receipt to issuance of authorisations (procedures for processing applications within target times appropriate to the complexity of applications) and in the area of post-authorisation control of PPPs and pesticide residues monitoring programmes

3.2. Conducting further training for MAFRD staff, scientific and technical staff of relevant institutions in technical expertise in data evaluation and risk assessment for processing of all types of applications for authorisation of PPPs required under the Acquis

3.2.1 Conducting training in Efficacy 

3.2.2 Conducting training in Pesticide Chemistry

3.2.3 Conducting training in Pesticides Residues

3.2.4 Conducting training in Operator Exposure

3.2.5 Conducting training in Fate and Behaviour 

3.2.6 Conducting training in Ecotoxicology

3.2.7 Conducting training in Mammalian Toxicology

3.3. Conducting training of relevant MAFRD and scientific and technical staff on performance management including business planning, organisation of various administrative processes, reporting, controlling, record keeping and storage and human resources development

4.1. 
Further developing and update of necessary guidelines and databases and other communication tools for provision of advice and information to stakeholders and dissemination of guidance documents and regulatory information


	1.1., hands-on assistance, workshops, preparation of documentation
2.1.  consultations, trainings, study visit (to be determined during drafting of the work plan)
2.2. consultations, trainings, study visit (to be determined during drafting of the work plan)
2.3. workshops, preparation of documentation
3.1. consultations, workshops, trainings
3.2 consultations, trainings, study visit (to be determined during drafting of the work plan)
3.3 consultations, trainings, study visit (to be determined during drafting of the work plan)
4.1 workshops, consultations, preparation of documentation

	650,000 EUR


	Availability of qualified staff

Effective collaboration of contractor with  beneficiary, CFCA, and other relevant institutions

Support from other relevant institutions

Adequate co-financing is provided 

Additional staff employed in MAFRD and PPI

Contemporary ICT system installed in MAFRD

	
	Preconditions




Annex 2 Detailed implementation chart

	Year
	2009
	2010
	2011

	Month
	J
	F
	M
	A
	M
	J
	J
	A
	S
	O
	N
	D
	J
	F
	M
	A
	M
	J
	J
	A
	S
	O
	N
	D
	J
	F
	M
	A
	M
	J
	J
	A
	S
	O
	N
	D

	Twinning
	
	
	
	
	T
	T
	T
	T
	C
	C
	C
	C
	C
	C
	S
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	I
	R
	R
	
	
	
	


T – Call for proposal and evaluation

C – Contracting

S – Starting up

I – Implementation

R – Reporting
ANNEX 3 – CONTRACTING AND DISBURSEMENT SCHEDULE

BY QUARTER FOR FULL DURATION OF PROGRAMME (INCLUDING DISBURSEMENT PERIOD)

	Further Capacity Building in the area of Plant Protection Products and Pesticide Residues 


	Cumulative contracting schedule by quarters in EUR (provisional)

	
	2009
	2010
	2011

	
	I
	II
	III
	IV
	I
	II
	III
	IV
	I
	II
	III
	IV

	Twinning
	
	
	
	
	650.000
	
	
	
	
	
	
	

	TOTAL (EUR):
	
	
	
	
	650.000
	
	
	
	
	
	
	


	Further Capacity Building in the area of Plant Protection Products and Pesticide Residues 


	Cumulative disbursement schedule by quarters in EUR (provisional)

	
	2009
	2010
	2011

	
	I
	II
	III
	IV
	I
	II
	III
	IV
	I
	II
	III
	IV

	Twinning
	
	
	
	
	416.000
	
	
	
	169.000
	
	65.000
	

	TOTAL (EUR):
	
	
	
	
	416.000
	
	
	
	585.000
	
	650.000
	


ANNEX 4 – Reference to the relevant Acquis Communautaire
· Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market (as amended).

· Commission Directive 94/37/EC of 22 July 1994 amending Council Directive 91/414/EEC.  (Relating to data requirements on the identity of the active substance requirements).

· Commission Directive 93/71/EEC of 27 July 1993 amending Council Directive 91/414/EEC.  (Relating to efficacy data requirements and Official Recognition).

· Commission Directive 94/79/EC of 21 December 1994 amending Council Directive 91/414/EEC.  (Relating to toxicological and metabolism data requirements).

· Commission Directive 95/35/EC of 14 July 1995 amending Council Directive 91/414/EEC.  (Relating to analytical method data requirements).

· Commission Directive 95/36/EC of 14 July 1995 amending Council Directive 91/414/EEC.  (Relating to data requirements on fate and behaviour in the environment).

· Commission Directive 96/12/EC of 8 March 1996 amending Council Directive 91/414/EEC.  (Relating to ecotoxicological data requirements).

· Commission Directive 96/46/EC of 16 July 1996 amending Council Directive 91/414/EEC.  (Relating to data requirements on analytical methods).

· Commission Directive 96/68/EC of 21 October 1996 amending Council Directive 91/414/EEC.  (Relating to data requirements on residues in or on treated products, food and feed).

· Council Directive 97/57/EC of 22 September 1997 establishing Annex VI to Council Directive 91/414/EEC.  (Uniform principles for evaluation and authorisation of plant protection products).

· Commission Directive 2003/82 of 12 September 2003 amending Council Directive 91/414/EEC as regards standard phrases for special risks and safety precautions for plant protection products.

· Commission Directive 2001/36/EC of 16 May 2001 amending Council Directive 91/414/EEC (relating to data requirements for micro-organisms).
· Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC
· Amendments to the Regulation 396/2005
· Commission Directive 2002/63/EC of 11 July 2002 establishing Community methods of sampling for the official control of pesticide residues in and on products of plant and animal origin and repealing Directive 79/700/EEC.
ANNEX 5 – Reference to the relevant Croatian legislations
· Act on Plant Protection Products OG 70/05
· List of active substances authorized for use in plant protection products in the Republic of Croatia OG 32/09
· Ordinance on the dossier requirements for the evaluation of active substances contained in plant protection products OG 53/06
· Ordinance on the documentation for assessment and authorization of plant protection products OG 59/06
· Ordinance on labelling of plant protection products OG 11/07
· Ordinance on uniform principles for evaluation and authorization of plant protection products OG 116/06, 80/07
· Ordinance on the procedure for authorization of plant protection products OG 57/07
· Ordinance on instructions obligatory for users of plant protection products and on conditions they have to meet OG 135/08
· Register of plant protection products OG 29/09
· Ordinance on conditions to be met by legal persons who conduct trade in plant protection products as wholesale and/or retail and on the method and procedure for professional training of employees who are storing and selling PPPs 40/96, 96/98, 155/04, 8/06, 146/08
· Ordinance on maximum residue levels of pesticides in or on food and feed of plant and animal origin OG 148/08
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