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1.
Basic Information

1.1
Programme: IPA 2008
1.2
Twinning Number:

1.3
Title: Assistance in the Implementation of a Chemicals Management System in Serbia

1.4
Sector: Environment

1.5
Beneficiary country: Republic of Serbia - Ministry of Environment and Spatial Planning (MESP)
2.
Objectives

2.1
Overall Objective(s):

To contribute to the minimisation of adverse effects of chemicals on human health and environment

2.2
Project purpose:

Strengthening the institutional framework in Serbia (i.e. enhancing the capacities in relevant ministries, research institutes and industry) for the effective implementation of EU harmonized legislation on chemicals management by 2012.

This project will contribute to the:

· Improved knowledge of chemical safety issues;

· Increased capacity to enforce chemicals legislation;

· Production of an integrated chemicals management plan;

· Development of cooperation with ECHA;

· Increased public awareness of chemicals safety;
2.3
Contribution to National Development Plan/Cooperation agreement/Association Agreement/Action Plan

The “European Partnership” 2008, defines a number of priorities for the environmental sector. Among other things, the priorities are to strengthen further the administrative capacity of environmental institutions at national and local level and ensure full implementation and enforcement of legislation approximated to the EU legislation.

The National Programme for Integration with the European Union (NPI) 2008 defines development and strategic objectives and, on the other hand, policies, reforms and measures needed for the accomplishment of EU objectives. One of the short -term priorities is to improve professional capacities in industry through IPA 2008 and the Swedish Chemicals Agency (KemI), and organize advanced Chemical Agency staff and inspector training. The mid-term priorities are: 

· Continue with strengthening administrative capacities through intensive hiring and staff training, and continue with staff training in the chemical industry, educational facilities and research and development institutions regarding REACH implementation and chemical hazard risk assessment;
· Set up a national information system including a Registry of Chemicals;
· Provide adequate hardware and software information system equipment;
· Provide for participation of the Chemical Agency in the functioning of the European Chemical Agency for the purpose of monitoring centralized EU procedures.
In the Stabilization and Association Agreement (Article 111) the parties shall develop and strengthen their cooperation in the environmental field with the vital task of halting further degradation and start improving the environmental situation with the aim of sustainable development.

As defined in the Multi-annual Indicative Planning Document for Serbia 2008-2010, the objectives and choices (Section 2.3.3) include the ability to assume obligations of membership for the environmental field as follows: “Support to the approximation and implementation of Environmental legislation and related strategies; support to environmental authorities at all levels in terms of project preparation, management, planning, permitting, inspecting, and monitoring…” 

Expected results by the end of the covered period and measurable indicators, amongst other, are: ”Databases on specific environmental sectors set up. Reinforced administrative capacity of authorities at central, regional and local level in charge of planning, permits, inspection and monitoring, project management, implementation and enforcement of environmental legislation and standards. Improved coordination among those levels.” 

National Profile for Chemicals Management, completed in September 2008 provides a comprehensive overview and assessment of the existing national legal, institutional, administrative and technical infrastructure related to the sound management of chemicals. The National Profile addresses the need to strengthen administrative and professional capacities of the staff in governmental bodies. Strengthening of professional capacities is not only based on an increased number of staff, but also on training employees to enable them to implement new regulations, for example, assessment of risks from chemicals to health and the environment, classification and labelling of chemicals, regulatory toxicology, development of socio-economic assessment regarding decision made, etc. Besides employees in the state administration, improvement of professional capacities is also needed in educational and scientific-research institutes regarding chemicals management, building of professional capacities in the chemical industry and industries using chemicals, as well as informing chemical exporters and importers on new administrative procedures in the international chemicals trade. 

In the National Sustainable Development Strategy it is stated that: “In order to achieve a more efficient implementation of new legislation in the field of management of chemicals it is necessary to strengthen administrative and professional capacities of staff. It is necessary to develop a program for monitoring of chemicals including risk reduction measures, to establish a system of authorization (use permits issuance) for certain hazardous chemicals for the purpose of their replacement with less hazardous ones, and to undertake socio-economic studies including the calculation of costs associated with replacement of hazardous chemicals with less hazardous ones. In order to establish and develop an information system for management of chemicals, it is necessary to establish and update data bases of chemicals in the market, their properties and impact on human health and the environment. It is also necessary to strengthen capacities of NGOs, including consumer protection organizations for the purpose of informing the public of risks associated with chemicals”.

This project will contribute to all these national and sectoral strategies as it will assure strengthening capacities of institutions, industries and research institutes for implementing chemical-related legislation.

3. Description

3.1
Background and justification:

The chemical industry makes an important contribution to Serbia’s industrial output and foreign trade. In 2004, plastic and rubber products and petroleum derivates amounted to 21.5 % of GDP compared to overall industrial output and 18% of the overall value of foreign trade. Today the chemicals industry meets domestic needs with a wide range of products including: petroleum and gas derivates; industrial chemicals (inorganic and organic); and a growing number of intermediate products and finished chemical goods (e.g. fertilisers, pesticides, drugs, detergents, cosmetic preparations, paints, adhesives).

Institutional issues

Sound chemicals management means that chemicals are produced and used in such a way as to minimize adverse effects to human health and the environment (as emphasised at the Earth Summit on Environment, Rio de Janeiro 1992, in Chapter 19 of Agenda 21). One of the six Agenda 21 programme areas for sound chemicals management is related to strengthening national capacities for the management of chemicals.  Sound chemicals management was also one of the objectives of the Implementation Plan of the Earth Summit held in Johannesburg in 2002, which set 2020 as the deadline for meeting these objectives. 

A Strategic Approach for International Chemicals Management (SAICM) was adopted at the International Conference on Chemicals Management in 2006.  SAICM is a global policy framework to coordinate and support the achievement of the set objective of the 2002 Earth Summit.  SAICM’s focal point in the Republic of Serbia is Ms. Valentina Radjenovic, the Head of the Chemicals Department.

Chemical management is complex, and a holistic, whole life cycle approach is necessary for its integrated management in Serbia. To develop sound chemicals management, within the framework of SAICM’s Overarching Policy Strategy, the Ministry of Environment and Spatial Planning in collaboration with the United Nations Institute for Training and Research (UNITAR) had the following projects: “Updating National Chemicals Management Profiles, Development of a National SAICM Capacity Assessment, and Holding of a National SAICM Priority Setting Workshop” (SAICM Project).  The SAICM Project introduced SAICM to different stakeholders; it gave systematic overview of national chemicals management problems/gaps, strengths and actions (actors) proposals, raised awareness and information exchange on different issues related to broader chemicals management and strengthened national coordination through ongoing dialogue on chemicals safety/management among all concerned parties and sectors. All the stakeholders
 involved in the project recognized that there is insufficient exchange of information with regard to chemicals placed on the market and their proprieties.  Therefore, an information system for management of chemicals is one of the priority issues. Further, government authorities in charge of chemicals management recognise that inter-sector cooperation is inadequate.  From an industrial perspective, the lack of regulatory implementation manuals is a problem.

The Law on Chemicals, which is integral to SAICM in Serbia, requires the development of a national strategic document for integrated chemical management: “Integrated program of chemical management”. The Law also provides for the transformation of SAICM Project’s Coordination Committee into the Joint Body for Integrated chemicals management.  This Joint Body will be responsible for the establishment of a sustainable and integrated system for chemical management that will lead to the achievement of SAICM’s goals.  The law provides for a pilot phase that will assure future sustainability for achieving SAICM’s objectives. The status of the SAICM project is summarised in the “Developing a Capacity Assessment for the Sound Management of Chemicals and National SAICM Implementation“ report; the key priorities that Serbia needs to address are:

· Legal framework for sound chemical management

· Very toxic chemicals and chemicals of global / regional / national importance

· Chemicals waste

· Preparation and response to chemical accident

· Collection and exchange of information

· Education and training

· Cleaner production
MESP’s chemical department is preparing a programme to address these priorities; it will form the foundation for the new Chemical Agencies work plan and will be available by the summer of 2010.

The European Commission 2001 chemicals White Paper in 2001 (COM(2001) 88) sets goals and procedures for improving chemical safety in the EU internal market. This Chemical Strategy seeks to ensure protection of human health and the environment, while ensuring an efficient internal market and stimulating innovation and competitiveness in the chemical industry.  Part of this EC strategy is the Registration, Evaluation and Authorisation of Chemicals (REACH) regulatory regime. 
Legislative issues

To facilitate harmonisation with the Acquis and institution building, a CARDS project provided assistance in drafting of Law on Chemicals during 2004 and 2005.  The Swedish Chemicals Agency (KemI) helped prepare legislation on chemicals and biocidal products, subsequently two laws were adopted in May 2009 by the National Assembly; now MESP is preparing the associated subsidiary legislation. 

The new Law on Chemicals is harmonized with the following EU legislation:

1. Regulation (EC) No 1907/2006 concerning the Registration, Evaluation, Authorization and Restriction of Chemicals (REACH) – this is a partial harmonisation with the REACH Regulation
.
2. Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and mixtures 

3. Directive 67/548/EEC on the approximation of laws, regulations and administrative provisions relating to the classification, packaging and labelling of dangerous substances 

4. Council Directive 99/45/ concerning the approximation of the laws, regulations and administrative provisions of the Member States relating to the classification, packaging and labelling of dangerous preparations 

5. Council Directive 2004/42/ on the limitation of emissions of volatile organic compounds due to the use of organic solvents in certain paints and vehicle refinishing products and amending Directive 1999/13/EC

6. Regulation (EC) no 689/2008 concerning the export and import of dangerous chemicals 

7. Regulation (EC) No 648/2004 on detergents 

8. Commission Regulation (EC) laying down test methods pursuant to Regulation (EC) No 1907/2006 of the European Parliament and of the Council on the Registration, Evaluation, Authorization and Restriction of Chemicals (REACH) 

The new Law on Biocidal products is harmonized with Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 concerning the placing of biocidal products on the market.

The Law on Chemicals provides the basis for the sound management of chemicals in Serbia; it also establishes the responsibilities for chemical policy and management as well as the legal basis for the Chemicals Agency. 

This agency shall be an independent regulatory organisation fulfilling competent authority tasks for chemicals and biocidal products. The agency’s other tasks include:

· Development of an integrated chemicals management and information system as well as performing liaison and coordination functions;

· Promoting the replacement of chemicals with safer alternatives; 

· Development of toxicology and eco-toxicology regulatory system;

· Raising public awareness on human health and environment risks represented by chemicals;

· Preparation of subsidiary legislations;

· Keeping the Integrated Chemicals Registry;

· Providing a Help Desk for industry; and

· Secretariat duties for the Joint Body responsible for Integrated Chemicals Management.

Although the Chemical’s Law provides for the creation of this agency, further administrative procedures are necessary and these are being prepared; they are expected to be adopted by the end of 2009.  Apart from this administrative process, other steps, such as the allocation of staff and the selection of suitable premises, have already been completed.

KemI is providing assistance in the establishment of the Chemicals Agency as part of the project “Chemical Risk Management in Serbia”; part of this assistance is to provide information on all legal prerequisites for establishing the Agency, it will also make recommendations for its organisational structure and fee rates for its services.  The KemI project will provide crucial information for the Integrated Chemicals Registry (ICR
) by assessing the most appropriate hardware and software for the ICR;  KemI will also provide an overview on which data should be collected. The Chemicals and Biocidal Products Laws prescribe the scope of the data which should be provided by enterprises that will populate the ICR; this is a crucial part of adequate chemicals management.  Initial preparations and comprehensive planning have already begun and MESP’s Chemicals’ Department is drafting the Implementing Regulation. The ICR will be a relational database located in the future Agency to ensure data safety and confidentiality
. The ICR is an integral part of Serbia’s preparations for a “smart” entry to the EU market; it will facilitate: 

· Control of chemical retailers; 

· Prioritising risk reduction measures; 

· Preparation of statistics; 

· Raising public awareness; 

· Emergency response; and, 

· Data sharing. 

The Agency will also develop a website that will contain guidelines, broader chemicals safety legislation and other information relevant to chemicals management. 

In addition, an electronic network is planned for information exchange between authorities responsible for different parts of the chemicals life cycle e.g. the Customs authority; the National poison control centre; the directorate for health and safety at work; government authorities responsible for chemicals accidents management etc. This inter-sectoral network is one of the recommendations of the SAICM Project
. 

Compliance control, within the context of the Chemicals and Biocide Products Laws, is the primarily the responsibility of MESP’s Environmental Inspectorate.  However, enforcement in the retail sector, packing and labelling as well as sales conditions and warehousing, this is the responsibility of Trade Inspectors from the Ministry of Trade and Services.  Responsibilities are spread across several governmental institutions, but there is weak coordination, both horizontal and vertical. The inter-sector connections between the various competent departments responsible for different phases in the life cycle of chemicals are inadequate and needs improvement. Therefore, to address this the new Law on Chemicals provides for setting up a Joint Body for integrated chemical management, following the principles of SAICM, to ensure appropriate chemical management in all stages of the chemical life cycle. The Joint Body shall include representatives from the state authorities, the future Chemicals Agency, industry, scientific-research organisations and NGOs. The body will be responsible for preparation of an Integrated Chemicals Management Programme as well as follow-up activities.

Currently, there are 14 employees in the MESP’s Chemicals department of, amongst who 13 have university degree: six chemists, three technologists, one physical-chemist, one medical doctor and two lawyers. However, none of them has a background in toxicology, eco toxicology or chemicals risk assessment. In order to improve current knowledge of employees, several basic trainings have been organised within the project “Chemicals risk management in Serbia”; these will cover classification, packaging and labelling of chemicals.  Even after this training there will be still be gaps in technical knowledge; there is a need for further training in the areas of:

· Regulatory toxicology (assessment of hazards and risks represented by chemicals),

· Assessment of biocidal products efficiency, 

· Details on classification, labelling and packaging, 

· Preparation of socio-economic analysis prescribing certain bans of chemicals, 

· How to plan and maintain enforcement of bans and restrictions and legislation enforcement control by inspectors  

It should be emphasized that inspectors in Serbia, until now, did not have obligation to control legislation enforcement in a way as it is prescribed in Law on chemicals.

Once established, the Serbian Chemicals Agency will employ the existing staff from MESP’s Chemicals Department, whose complement is currently 14. However, it is planned to employ further staff in the Agency in order to adequately perform competent authority tasks.  It is estimated that 20 staff will be needed.
In summary, therefore the issues to be addressed by this Twinning project are grouped under the following headings:

Training needs 

· Lack of knowledge, amongst the staff in the Chemicals Department (i.e. the future Chemicals Agency), and various inspectorates, on different issues such as: regulatory toxicology (assessment of dangers and risks represented by chemicals and mixtures), biocides efficiency assessment, details on classification, labelling and packaging of chemicals, REACH bans and restrictions, preparation of socio-economic analysis related to the banning of chemicals, preparation of integrated chemicals registry and information system for chemicals management etc.

Capacity building

· Lack of knowledge and associated administrative tools (software, databases, measuring equipment, etc) for compliance control
 of the implementation of prescribed risk reduction measures by responsible inspections;
· Lack of adequate cooperation between government authorities in charge of different parts of the chemicals life cycle; and
· Horizontal chemical safety legislation covering the different stages in chemicals life-cycle is not fully compatible.
Information support systems

· Lack of administrative tools (manuals etc) for enforcement of national chemicals legislation harmonised with EU legislation; and
· Lack of electronic database on chemical substances and systematic control of chemicals placed on the market (to be hosted by the Chemical Agency).
International cooperation

· Lack of cooperation with EC bodies for example European Chemicals Agency (ECHA).
Communication strategies

· Awareness related to chemical risks is not sufficiently developed, in the wider public at local and central level, but also among all stakeholders; and 

· Lack of knowledge within the industry and trade on how to implement future chemical legislation.
3.2
Linked activities (other international and national initiatives):

The Global Environment Facility project Enabling Activities for the Development of a National Plan for Implementation of the Stockholm Convention on Persistent Organic Pollutants (POPs)” was designed to build capacity in Serbia to fulfil all obligations that result from this convention, in particular to develop a National Implementation Plan (NIP). The implementation agency of this project is United Nations Environment Program (UNEP). This project was completed in April 2009. (http://www.ekoplan.gov.rs/src/POPs-Projekat-310-c56-content.htm ).  As part of the project MESP has prepared National Profile for Chemicals Management. The profile represents an overall assessment of the current state of chemicals management in Serbia through the chemical "life-cycle" and provides an analysis of legislative, institutional, administrative, professional and technical aspects of chemical management in Serbia. The National Profile addresses the need to strengthen administrative and professional capacities of the staff in governmental bodies.

Updating the National Chemicals Management Profile, Development of a National SAICM Capacity Assessment, and Holding of a National SAICM Priority Setting Workshop in Serbia; this project, funded by the SAICM Quick Start Programme Trust Fund, ran from August 2007 to February 2009.  The project helped MESP to recognise the Johannesburg Plan of Implementation that sets the goal of ensuring sound management of chemicals world-wide by 2020, and a Strategic Approach to International Chemicals Management (SAICM), that is concerned with enhancing co-ordination and coherence of chemicals management both at the international and national levels. The now completed SAICM project will contribute to Activity 3 of the current project (integrated chemicals management system). 

The chemicals risk management in Serbia project will last until 2010 and is supported by SIDA and the Swedish Chemicals Agency (KemI). This project will assist in harmonisation of legislation and institutions with the REACH system; its goals are the introduction of a system for classification, labelling and providing safety data sheets in industry and that relevant stakeholders are engaged in the introduction of these systems as well as establishment of the core administration for chemicals risk management. This project will also provide basic knowledge on REACH, risk assessment and EU commitology (the committee oversight process within the European Commission
).  KemI is providing assistance in the establishment of the Chemicals Agency as part of the project “Chemical Risk Management in Serbia”; part of this assistance is to provide information on all legal prerequisites for establishing the Agency, it will also make recommendations for its organisational structure and fee rates for its services.  
Within the KemI project, they are studying the best way to establish the Chemical Agency; their recommendations are being prepared and the study should be finished by October 2009. This study will provide: 

· List of all necessary legal procedures and practical steps which should be conducted for establishment of the Agency and it’s work;

· Triennial work plan for the Agency with detailed work plan for the first year; 

· Proposal of minimal number of employees according assessed type and scope of work according the Law on Chemicals and Law on Biocidal Products);

· Organizational scheme of the Agency and proposal of elements for the Decision on the Establishment of the Chemicals Agency;
· Prepare financial plan necessary for setting up of the work of the Agency as well as for the first working year; 

· Assessment of fee rates provided in the Laws on Chemicals and Biocidal products; this will evolve into financial plans; 

· Proposal of the necessary steps and indicative timetable for the implementation of ISO 9001 (quality management systems) and ISO 14000 (environmental management systems); and
· Recommendations for the introduction of e-government services.  
The KemI project is scheduled to run until the end of 2010. Although care has been taken to avoid any overlap in the design of this twinning with KemI activities, there are inevitably areas where both projects need to coordinate their actions for the period of their co-existence. This is due to the broad remit of KemI and the expectation that the twinning will continue in a number of areas where KemI leaves off. A clear division of tasks will have to be agreed during workplan preparation.  

3.3
Results:

Result 1: Chemical Safety Training designed and delivered

To deliver this result a series of professional courses will be designed (based on a training policy and plan for sustainable education and training in chemicals management to be developed by this twinning) and delivered – amongst others to trainers leading to increased knowledge of the subject amongst stakeholders – state and non-state actors. It is expected that these courses will, at the same time, form the basis of a regulatory toxicology, eco toxicology / risk assessment, enforcement and chemicals safety curriculum to be taught at an appropriate university and/or training organisation in Serbia. The target audience is the staff of the Chemical Agency, the Environment Inspectorate and Trade Inspectors. Another curriculum, aimed at industry, will be developed to address important issues related to the implementation of chemicals legislation such as classification, labelling and packaging of chemicals, chemical assessment, reporting, etc. There are several options for institutionalising the above referred to training courses in order to make this training sustainable: (i) incorporation into existing university courses, (ii) as core of new university courses, (iii) adoption by other training institutions for teaching and further development and to be identified in the course of the twinning. Without prejudice and to be verified by the twinning, the last option might be the most expedient; it would set a bench mark for future courses to be developed by the Universities.
The measurable indicators are: 

· Developed policy and plan for sustainable training; 

· Developed  curricula; 

· Organized training events according to the plan; and
· Improved knowledge of students, trained public servants and other stakeholders of new legislation.
Result 2: Chemical management capacity enhanced 
The institutional and administrative capacity amongst government employees and other stakeholders needs strengthening, this will be augmented with administrative tools (e.g. manuals and access to data bases, management and decision support), to enforce EU harmonised chemicals legislation (including REACH).  

To help build capacity training will be provided to the environment and trader inspectors; it will cover enforcement methodology, protocols, procedures and compliance control.

The measurable indicators are: 

· Produced manuals, enforcement guidelines and technical guidance notes; and
· Improved knowledge of trained public servants and other stakeholders in general in the application, monitoring, control and enforcement aspects of new legislation; and

· Institutional arrangement for Chemicals Agency improved. 
Result 3: Integrated chemicals management system (ICMS) improved 
The ICMS shall be established together with inter-ministerial / inter-sectoral procedures for data sharing. This is both an electronic management system and a set of procedures and protocols, based upon the appropriate legislation for chemical management.  
ICMS will link together all the relevant stakeholders, who will eventually be able to input and access data and information. ICMS will build on the recommendations in the SAICM report from March 2009, which are being transposed into an action plan (see bullet points in section 3.1); the latter should be drafted by September 2010 by MESP Chemicals Department/future Chemicals Agency. Assistance is expected from the twining in finalising/reviewing the action plan.
The measurable indicators are: 

· At the end of the project the wider life-cycle chemical safety legislation will be vertically and horizontally improved and compliance with relevant Acquis improved (i.e. the necessary government and ministerial orders will be in place); 

· A legislative review will identify improvements, which will be confirmed by relevant project working group until the end of the project; 

· The review of necessary preparatory documents (user and functional requirements  and specifications) for the establishment of electronic information system for chemical management is prepared; 

· Action plan for further activities related to integrated chemical management system, for post project period prepared; and 

· Agreements on cooperation between entities which will share data in the information system for chemical management are signed.
Result 4: Cooperation with international bodies such as ECHA established, and with other EC bodies responsible for chemicals management.

This will be achieved through the transfer of knowledge from the Member State; in particular the Serbian authorities will begin to develop their professional relationship with ECHA, for example it would be beneficial if Serbian representatives could attend sessions of the social-economic and risk assessment committees, and by making suitable preparations for the REACH IT system. 

The measurable indicator is: 

· By project end Serbia fully participates in ECHA and other EC chemical body management meetings.
Result 5: Communication strategies set up and in operation.

As a precursor to raising awareness of chemical safety at all levels of industry, trade, public administration and the public at large, internal and external communication strategies will be developed, along with their implementation plans.

The target audience for the communication programme covers the whole spectrum from producers, administration, consumers and the public. This is a new responsibility for the chemistry department and the future agency; therefore the twinning will assist in the development of policy, an appropriate strategy for dealing with stakeholders, and specimen information brochures and safety material.  The Member State’s experience in coordinating and integrating the various stakeholder positions will also be valuable.

The measurable indicators are: 

· Prepared and adopted communication strategy. Information materials (brochures, leaflets, workshops for industry / NGOs / public) for public awareness; organized workshops for industry and trade.
3.4
Activities:

For Result 1 (chemical safety training), the following activities should be performed:

1.1. Prepare detailed training policy and training plan; 

1.2. Prepare for inclusion into university curriculum on specific subject related to chemical safety (such as, but not limited to: toxicology, eco toxicology, regulatory risk assessment, enforcement and chemical safety) for training on civil servants and industry; and 
1.3 Deliver training to key ministry/ stakeholder staff, undergraduate and graduate university students.
For Result 2 (chemical management capacity building) the following activities should be performed:

2.1 Prepare manuals to guide for implementing national/ EU chemicals legislation (REACH, GHS
, etc.) for use by authorities, industry and trade;
2.2 Organise extensive and comprehensive training of: a) selected key public administration/ stakeholder representatives on implementation of national/ EU legislation (REACH, GHS, etc.) with particular emphasis on inspectors; and 

2.3 Review the organization of Chemicals Agency and provide assistance in better institutional arrangement.  

For Result 3 (integrated chemicals management system) the following activities should be performed:

3.1 Review and make recommendations for improved horizontal compatibility of chemical safety legislation covering life-cycle stages of chemicals in a wider inter-sector framework;
3.2 Review proposals for operational procedures and protocols for data sharing within an electronic information system for chemicals management; and
3.3 Develop action plan for further activities related to integrated chemical management system, for the post project period 
For Result 4 (international cooperation) the following activities should be performed: 

4.1 Establish cooperation platform with European Chemicals Agency (ECHA) and other EC chemicals management bodies; 

4.2 Prepare Serbian representatives, with relevant training, for participation in international chemicals management meetings; and 

4.3 Participate with Serbian team in meetings of relevant EC chemicals management bodies. 
For Result 5 (Communication strategy) the following activities should be performed: 

5.1 Prepare and assist in the delivery of chemicals awareness raising campaign (e.g. brochures, leaflets, workshops for industry/NGOs/ public). 
3.5
Means/ Input from the MS Partner Administration:

3.5.1 Profile and tasks of the Project Leader

MS Project Leader: 

The Project Leader will manage the project team of selected member state(s) and co-ordinate the implementation of activities. The project leader will establish and maintain links between experts from member state and beneficiary state. They will ensure the timely and effective implementation of the project and achievement of results, through proposed activities. They will also be responsible for modifications of Work plan in accordance with identification of needs in the life time of the Project and in this way ensure, that experts input and distribution of their working days will be used in the most efficient and effective way. 

The Project Leader will have the following profile:

· University degree

· Senior civil servant with at least 10 years of professional experience in the field of chemicals management - at technical and strategic/planning level – in a relevant MS administration or mandated body
· Experience in the management or assisting in the management of at least 2 EU funded projects (preferably twinning).
· Work experience in international and multicultural environments

· Fluency in English language

BS Project Leader: 

The BS Project Leader will manage a project team at the Serbian side and will assure that the decision makers at the Ministry level will be informed properly on the implementation of the project. They will ensure close co-operation and overall steering and coordination of the project. They will be also responsible for drafting reports and other documents, related to project management at the Serbian side and will chair Steering Committee meetings. 

3.5.2   Profile and tasks of the RTA (24 months full time)          
RTA must have a broad knowledge in the chemicals management area, which will enable them to organise an interdisciplinary team for successful implementation of the project. He/she should be an employee of the Member State government competent authority (Ministry or Agency) responsible for implementation/enforcement of legislation related to placing of chemicals on the market (REACH, CLP, GHS, legislations regarding biocidal products, detergents, PIC etc.). He/she should accordingly have a broad knowledge of EU requirements with respect to the implementation of chemicals directives and regulations.

Minimum qualifications required:

· Relevant university degree (e.g. BSc. in engineering or chemistry, MSc. or PhD preferred). 

· At least 7 years working in the field of chemicals management (both technical and planning related issues) in public administration of selected Member state or mandated body.

· Good communication and coordination skills

· Management or assisting in management in at least 1 twinning/EU funded project

· Work experience in international and multicultural environments

· Excellent knowledge of English.
3.5.3 Profile and tasks of the short-term experts

Detailed profiles and tasks of short-term experts and their time budgets will be provided in the Twinning Work Plan. The indicative requirements are the following:
Short and Medium Term Experts: 

Minimum qualifications required:
· Five (5) years relevant work experience in public administration of selected Member state or mandated body covering the following subjects/areas of expertise:

· REACH, CLP, GHS, legislation on biocidal products, detergents, PIC, export and import of chemicals, etc.
· Harmonisation and implementation of chemicals related legislation (including sale of chemicals in a Member State, chemicals management legislation through the entire chemicals life cycle etc.) 

· Public awareness issues 

· Regulatory risk assessment (toxicology, eco-toxicology)

· compliance control equipment / systems for chemicals

· electronic information system for chemicals

· IT systems used for implementation of legislation regulating placing the chemicals on the market (chemicals registries, IUCLID, EDEXIM, etc.) as well as experience related to software used for control of chemicals legislations enforcement in a Member State.

· Training in relation to chemicals 

· Relevant university degree (e.g. BSc. in engineering or chemistry, MSc, PhD preferred). 

· Good communication skills

· Work experience in international and multicultural environments

· Excellent knowledge of English. 

The concrete assignments will be subject to the preparation of the twinning Contract and the recommendations of the twinning partner(s).
4.
Institutional Framework

The main Beneficiary institution will be the Ministry of Environment and Spatial Planning (MESP), the Sector for Planning and Management.  Currently MESP is responsible for regulating the placement of chemicals in the market; in the future the Chemical Agency will take over this responsibility, but until this time the MESP Chemical Department will be responsible for this project.
The MESP’s Chemicals Department is responsible for:

· Enforcement of the Law on Chemicals and Law on Biocidal Products; 

· Harmonisation with  EU legislation;
· Preparing strategic documents on chemicals management;
· Implementing of international agreements such as the Stockholm convention, Rotterdam convention, as well as implementation of ratified international agreements such as the Convention on the Prohibition of the Development, Production, Stockpiling and Use of Chemical Weapons and on their Destruction;
· Projects for the training of governmental bodies, industry and scientific-research sectors for modern chemicals management; and
· Other activities necessary for safe chemicals management (identification of necessary laboratory equipment for legislation implementation control, information system development, etc).

The Chemicals Department includes a Unit for Chemicals and Biocidal Products Registry and a Unit for the Development of the Chemical Management System. 

Key Stakeholders

· Ministry of Agriculture, Forestry and Water Management - Directorate for Plant Protection 

· Ministry of Health 

· The Ministry of the Interior 

· Ministry of Infrastructure

· Ministry of Labour and Social Policy - Directorate for Occupational Health and Safety 

· Ministry of Trade and Services 

· Ministry of Economy and Regional Development 

· Local self-governments
· Industry + Trade associations
Interested partners

· Serbian Chamber of Commerce

· University professors (toxicology, eco toxicology, chemistry)

· Chemical Producers, downstream users and suppliers
5. Budget
The maximum total budget for the twinning covenant is 1 million EUR. 

	
	Programme Support
	

	
	Investment Support (I)
	Institution Building (IB)
	Total Programme

(=I+IB)
	National Co-financing
	IFI
	TOTAL

	Twinning

Covenant
	-
	1.0
	1.0
	0
	-
	1.0

	Contract for equipment supply *
	0.5
	-
	0.5
	0
	-
	0.5

	Total (MEUR)
	0.5
	1.0
	1.5
	0
	-
	1.5


* procurement by the ECD outside the twinning covenant. One or more supply contracts will be developed under the overall project for equipment required to implement chemicals legislation . The contracting authority for these shall be the EC Delegation. The MS partner is expected to provide inputs into needs analysis, system design and preliminary specifications. The final tender specifications will be drawn up under a separate contract.

6.
Implementation Arrangements

6.1. Implementing Agency 
The Delegation of the European Commission to the Republic of Serbia will be responsible for tendering, contracting and accounting.

ECD Contact person:

Rainer Freund, Project Manager
Address: Vladimira Popovica 40, SR-11070 Belgrade

Tel: +381 11 3083 200
Fax: +381 11 3083 201
E-mail: rainer.freund@ec.europa.eu

6.2.
Main Counterpart in the BC:
BC Project Leader:
Mr.Aleksandar Vesic
Assistant Minister, Planning and Management
Ministry of Environment and Spatial Planning
Address: Omladinskih Brigada 1, RS-11070 Belgrade

Tel.: +381 11 3132572
Fax.: +381 11 3131574

RTA counterpart:

Mrs.Valentina Radjenovic  
Head, Chemicals Department 
Ministry of Environment and Spatial Planning
Address: Ivana Ribara 91, RS-11070 Belgrade

Tel.: +381 11 2158759
Fax.: +381 11 22-87-553  
E-mail: valentina.radjenovic@ekoplan.gov.rs 

Senior Programme Officer 

Mr.Nebojsa Pokimica 
Head, Department for Project Management
Ministry of Environment and Spatial Planning
Address: Omladinskih Brigada 1, RS-11070 Belgrade

Tel.:  +381 11 3132572 
Fax.: +381 11 3132574  
E-mail: nebojsa.pokimica@ekoplan.gov.rs

Contact Person: 

Ms.Biljana Jezdic
advisor, Department for Project Management 
Ministry of Environment and Spatial Planning
Address: Omladinskih Brigada 1, RS-11070 Belgrade

Tel.:  +381 11 3132572 
Fax.: +381 11 3132574  
E-mail: biljana.jezdic@ekoplan.gov.rs

A Project Steering Committee (PSC) will be established and the project is to be implemented under the direct control and supervision of this Steering Committee (PSC). The PSC will be responsible for the overall quality of project implementation and provide strategic direction. The Committee will ensure that the project outputs and goals are met in a timely fashion, approve work plans and reports, offer guidance and advise on project activities. The Committee will meet on quarterly basis.

Members of the PSC will be representatives of the key project stakeholders including the following: 

· Representative of Ministry of Environment and Spatial  Planning (MESP), Project Manager (Chair) 

· Other MESP representatives as required

· Representatives of the Ministry of Agriculture, Forestry and Water Management (Directorate for Plant Protection) and Ministry of Labour and Social Policy (Directorate for Occupational Health and Safety)
· Others including non state actors as may be appropriate

The EC Delegation will be invited as an observer. The EC Delegation should provide guidance on procurement and project evaluation respectively. The PSC will be chaired by the BC Project Leader.
6.3
Contracts

There will be a single (one) Twinning contract (1million €)
7.
Implementation Schedule (indicative)
7.1
Launching of the call for proposals: July 2009

7.2
Start of project activities:  2nd quarter 2010

7.3
Project completion: 2nd quarter 2012 
7.4
Duration of the implementation period: (24 months + 3 months)
8. 
Sustainability

The results of the project will contribute to fulfilling EU environmental standards in Serbia, which will make a contribution to achieving the broader objectives of sustainable development and improve in the medium and longer term the quality of life for citizens. By creating public awareness for issues surrounding chemicals management, by developing methods and models for inter-institutional coordination and communication on chemicals management matters and  by strengthening administrative capacity at national and local level regarding chemicals management the expectation is that the relevant legal framework can be implemented in future in a sustainable manner. 

One of the main activities of the project is training using mentorship and gaining experience in a practical “learning by doing” approach. The project will change training policy, so that training becomes a permanent activity thus strengthening administrative capacity. 

One of the activities which expected to be derived from the project is to organize training at universities on EU regulatory toxicology as necessary element for chemicals safety in Serbia thus providing for a continuous outturn of better qualified graduates in this thematic area.
9. 
Crosscutting issues (equal opportunity, environment, etc…)

9.1
Equal Opportunity 

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. All contractors shall be requested to provide monitoring data recording the participation of men and women in terms of expert inputs (in days) and of trainees benefiting under the project (in days) as an integral component of all project progress reports. Equal participation of man and woman during the implementation of the project will be assured.
9.2
Environment 

This project will not have any negative effects on the environment. For this project is not obligatory to perform environmental impact assessment. This project should provide positive effects on the environment through improvement in the area of chemicals management. 

9.3
Minorities

Considering this project will deal with environmental issues targeting a general improvement of chemicals management, its outcomes will be beneficial to all citizens’ especially national minority and underprivileged social groups, having in mind that these groups frequently live in areas where solving environmental problems is one of the top priorities.
10.
Conditionality and sequencing

Conditionality

A sufficient number of employees in the Ministry and other related institutions in charge of chemical management are already in place for the implementation of this project. The Ministry is responsible for chemical management personnel throughout the country having the necessary resources to carry out their duties based on the outputs of this project.

A joint body for integrated chemical management will be established to coordinate activities related to broader chemical safety issues within the project. This body will be established before these project activities will be implemented.

Sequencing

Training should be organized during the whole duration of the project. 

Development of the Action Plan for Integrated Chemical Management (Activity 3.3) should take place in the final phase of the project but the material for the action plan will be collected during the whole duration of the project.

Within the twinning project detailed needs assessment for both supply contracts (compliance control equipment package and electronic information system equipment package) will be prepared. 
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ANNEX I: Logical framework matrix in standard format

	LOGFRAME PLANNING MATRIX FOR Twinning  Fiche
	Programme name and number
	

	Assistance in the Implementation of a Chemicals Management System in Serbia
	Contracting period expires 5 years after the signature of the Financing Agreement
	Disbursement period: expires 6 years after the signature of the Financing Agreement 

	
	
	Total budget: 1.0million € 
	IPA budget:1.0 million €  

	Overall objective
	Objectively verifiable indicators 
	Sources of Verification
	

	To contribute to the minimisation of adverse effects of chemicals on human health and environment
	Reduced incidence of harmful effects of chemicals on human health and environment
	Report on state of the environment; reports of environmental inspection; national health statistics
	

	Project purpose
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	Strengthening the institutional framework in Serbia (i.e. enhancing the capacities in relevant ministries, research institutes and industry) for the effective implementation of EU harmonized legislation on chemicals management by 2012.
	· By project end, government employees and other stakeholders adequately trained in enforcement of chemicals legislation

· Number of Manuals 
	Official reports on project implementation progress (quarterly and annual reports, signed minutes, etc.)

Manuals printed   
	· Government officials, industry representatives and other relevant stakeholders available and interested in improving knowledge

· Relevant organisations can improve  their standard of chemicals risk assessment


	Results
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	Result 1: Chemical Safety Training designed and delivered
	Developed policy and plan for sustainable training 

Developed curricula 

Organized training events according to the plan  

Improved knowledge of students, trained public servants and other stakeholders of new legislation
	Document on training policy and training plan 

University Curricula Committee
Certificates issued to successful trainees

Project progress reports 

Project monitoring and evaluation reports
	Sufficient number of  pre-qualified and motivated participants in the training exercises.

Availability of twinning experts

Government authorities are committed to inter-ministerial and inter-sector electronic procedures establishment

EU institutions and international organizations can invite Serbian participants



	Result 2: Chemical management capacity enhanced 
	Produced manuals, enforcement guidelines and technical guidance notes; 
Improved knowledge of trained public servants and other stakeholders in general in the application, monitoring, control and enforcement aspects of new legislation
Institutional arrangement for Chemicals Agency improved. 

	Text of manuals 

Certificates and evaluation forms for participants involved in workshops, education events and training course 

Report on suggestions for improvements in institutional arrangements for Chemicals Agency 

Project progress reports 

Project monitoring and evaluation reports
	


	Results
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	Result 3: Integrated chemicals management system improved
	At the end of the project the wider life-cycle chemical safety legislation will be vertically and horizontally improved and compliance with relevant Acquis improved (i.e. the necessary government and ministerial orders will be in place); 

A legislative review will identify improvements, which will be confirmed by relevant project working group until the end of the project; 

The review of necessary preparatory documents (user and functional requirements  and specifications) for the establishment of electronic information system for chemical management is prepared; 
Action plan for further activities related to integrated chemical management system, for post project period prepared; 
Agreements on cooperation between entities which will share data in information system for chemical management are signed.

	Protocols for data/information exchange between participating entities

Project progress reports 

Project monitoring and evaluation reports
	Sufficient number of pre-qualified and motivated participants in the training exercises.

Availability of twinning experts

Government authorities are committed to inter-ministerial and inter-sector electronic procedures establishment

EU institutions and international organizations can invite Serbian participants

	Result 4: Cooperation with international bodies such as ECHA established, and with other EC bodies responsible for chemicals management.
	By project end Serbia fully participates in ECHA and other EC chemical body management meetings
	Meeting reports. Project progress reports 

Project M&E reports

Reports of the MSs short term experts with results of horizontal cross-check the wider legislation provides to all sectors
	· 


	Results
	Objectively verifiable indicators 
	Sources of Verification
	Assumptions

	Result 5: Communication strategies set up and in operation.
	Prepared information materials (brochures, leaflets, workshops for industry/ NGOs/ public) for public awareness 

Organized workshops for industry and trade 
	Information materials placed on websites

Evaluation forms for participants involved in workshops

Project progress reports 

Project monitoring and evaluation reports
	


	Activities
	Means & Costs 
	Assumptions

	For Result 1 (chemical safety training), the following activities should be performed:

1.1. Prepare detailed training policy and training plan 

1.2. Prepare for inclusion into university curriculum on specific subject related to chemical safety (such as, but not limited to: toxicology, eco toxicology, regulatory risk assessment, enforcement and chemical safety) for training on civil servants and industry 

1.3 Deliver training to key ministry / stakeholder staff, undergraduate and graduate university students
	Twinning: RTA, short-term experts, training (seminars and workshops) and study visits to Member and candidate state(s).  1 million Euro.
Learning by doing

Hand books, manuals, documents, brochures
	Provision by the national authorities of sufficient staff and financial resources in the national budget for the designated bodies

MS staff available as planned



	For Result 2, (capacity management capacity building) the following activities should be performed:

2.1 Prepare manuals to guide for implementing national / EU chemicals legislation (REACH, GHS
, etc.) for use by authorities, industry and trade

2.2 Organise extensive and comprehensive training of: a) selected key public administration / stakeholder representatives on implementation of national / EU legislation (REACH, GHS, etc.) with particular emphasis on inspectors 

2.3 Review the organization of Chemicals Agency and provide assistance in better institutional arrangement 
	
	· 

	For Result 3, (integrated chemicals management system) the following activities should be performed:

3.1 Review and make recommendations for improved horizontal compatibility of chemical safety legislation covering life-cycle stages of chemicals in wider inter sectoral framework

3.2 Review proposals for operational procedures and protocols for data sharing within an electronic information system for chemicals management.

3.3 Develop action plan for further activities related to integrated chemical management system for the post project period. 

	
	· 

	For Result 4, (international cooperation) the following activities should be performed: 

4.1 Establish cooperation platform with European Chemicals Agency (ECHA) and other EC chemicals management bodies. 

4.2 Prepare Serbian representatives, with relevant training, for participation in international chemicals management meetings. 

4.3. Participate with Serbian team in meetings of relevant EC chemicals management bodies. 
	
	· 

	For Result 5, (Communication strategy) the following activities should be performed: 

5.1 Prepare and assist in the delivery of chemicals awareness raising campaign (e.g. brochures, leaflets, workshops for industry/NGOs/ public). 
	
	· 


ANNEX II:
 List of relevant Laws and Regulations (optional)

The Law on Ministries forms ministries and special organizations and defines their responsibilities («Official Gazette of RS», No. 65/08). The Law on Ministries prescribes that the Ministry of Environment and Spatial Planning is responsible for chemicals management.

The new Law on chemicals regulate integrated chemicals management, classification, packaging and labelling of chemicals; Integrated Chemicals Registry and Register of the chemicals placed on the market; bans and restrictions of production; licences for distribution and licences for the use of particularly dangerous chemicals; placing of the detergents on the market; systematic monitoring of chemicals; data availability; supervision and other important issues related to the chemicals management.

The new Law on biocidal products regulate: list of active substances, procedure of issuing of the acts allowing the placement of the biocidal products on the market, bans and restrictions for placing of the biocidal products on the market and use, ; research and development of the biocidal products; classification, packaging, labelling, advertising and safety data sheet; registry of biocidal products; safe use of the biocidal products; supervision and other important issues related safe placing on the market and use of biocidal products. 

Certain issues concerning chemicals management are, however, in the jurisdiction of other ministries:

· The Ministry of Agriculture, Forestry and Water Management - Directorate for Plant Protection is responsible for plant protecting and nutrition agents (pesticides and fertilizers). It is responsible for enforcement of The Law on Plant Protection.

· The Ministry of Health is responsible for enforcement of the Law on Health Safety of Food and Consumption Goods (cleaning agents and cosmetic products) and Law on substances used in prohibited production of narcotic drugs and psychotropic substances)

· The Ministry of the Interior is in charge of enforcement of the Law on explosive substances, flammable liquids and gasses and the Law on trade in explosive substances

· The Ministry of Labour and Social Policy - Directorate for Occupational Health and Safety is responsible for enforcement of the Law on Occupational Health and Safety, and therefore of implementation of measures concerning chemicals management at work.

· There are three ministries responsible for enforcement of the Law on Transportation of Dangerous Goods: Ministry of Infrastructure, Ministry of Interior and Ministry of Environmental Protection.

· Ministry of Economy and Regional Development is responsible for enforcement of the Law on Foreign Trade of Weapons, Military Equipment and Dual-Use Goods

	Reference list of relevant laws and regulations

	Law on chemicals, ”Official Journal”, no. 36/09

	Law on biocidal product, ”Official Journal”, no. 36/09


Extract from the Chemical Law (unofficial translation)

VI INTEGRATED CHEMICALS REGISTRY

Article 38

Integrated Chemicals Registry of chemicals placed on the market of the Republic of Serbia, shall be composed of the Chemicals Registry, Biocidal Products Registry as well as of data on plant protection products. 

Data on plant protection products from paragraph 1 of this Article shall in particularly contain the data on trade name of the plant protection products, name and characteristics of the active substance, allowed manner of use, person placing them on the market and quantities placed on the market, obtained by the body in charge for plant protection in the registration procedure pursuant to the Law regulating the plant protection.

Body in charge for plant protection shall submit to the Agency data referred to in Paragraph 2 of this Article, once a year and at the latest by the 31st March of the current year for the plant protection products placed on the market in the previous year.

The Agency shall, for the purpose of data exchange and integrated chemical management, keep the Integral Chemicals Registry as an electronic data base. 

1. Chemicals Registry

Article 39

 
Any chemical produced or imported on the market of the Republic of Serbia shall be registered into the Chemicals Registry.

By the way of derogation from Paragraph 1 of this Article, chemicals with certain characteristics or chemicals used for certain purposes and placed on the market in the quantities below minimum limit, annually, as well as other chemicals, shall not be entered into the Chemicals Registry. 

The Agency shall lay down which chemicals shall not be registered into the Chemicals Registry as well as the minimum limit of the quantity of the chemical of certain characteristics and manner of use, below which such chemical is not registered into the Chemicals Registry.

Article 40

Producer, importer or downstream user (hereinafter: person registering the chemicals) shall submit the application to the Agency for the purpose of registering the chemical into the Chemicals Register, the latest by 31st March of the current year for the chemicals produced i.e. imported in the previous year.

Foreign producer or downstream user may present the chemicals for the purpose of their registration into the Chemicals Registry through his representative or representation Office in the Republic of Serbia.

Application referred to in Paragraph 1 of this Article shall contain the name and the address, tax identification number,  type of business activity, name of the responsible person in the enterprise, and where the obligation to have a chemicals adviser is laid down, give the name of a  chemicals adviser.

Chemicals dossier shall be presented along with the application referred to in Paragraph 1 of this Article, and for certain chemicals, where prescribed, safety data sheet.

Where the person registering chemicals is representative or representation office of the foreign producer or downstream user, such person shall along with the application referred to in Paragraph 1 of this Article submit the evidence on that.

Chemical dossier shall contain in particular: 

1) commercial name of the chemical and other identification of the chemical;

2) data  on quantity of the chemical placed on the market; 

3) data on the manner of usage of which the producer  importer is aware;

4) data on chemical composition.

 The Agency shall prescribe the detailed contents of the chemical dossier.

Article 41

The Agency shall within six months from the day of reception of the application check from the dossier if the data on chemicals is complete.

For the chemicals whose dossier is complete and for which, pursuant to this law, the safety data sheet has been provided, the Agency shall make a decision on registering such chemicals into the Chemicals Registry.

The Agency shall, in the decision on registering the chemical into the Chemicals Registry, enter the registration number of each chemical from paragraph 2 of this article.

Article 42

Person registering the chemicals into the Chemicals Registry shall, every following year within the time period set out in Article 40 paragraph 1 of this Law, deliver the data for such chemicals on quantities placed on the market and other changes of the data in the presented chemical dossier

The Agency shall specify which data on each chemical is kept in the Chemicals Registry. 

2. REGISTERING OF THE SUBSTANCES THAT CAUSE CONCERN INTO THE CHEMICALS REGISTRY

Article 43

In order to control risk and to ensure that certain dangerous substance is replaced by suitable alternative substances, the Chemicals Agency shall take over the List of Substances that Cause Concern.

The List of Substances that cause concern shall consist of substances which meet the criteria for classification as carcinogenic of category 1 or 2, mutagenic category 1 or 2, reproductive toxic categories 1 and 2, as well as of substances identified as PBT or vPvB.

 List of Substances that cause concern shall also consist of substances which may lead to disturbance of endocrine system or have the PBT or vPvB characteristics but do not meet the criteria for identification as PBT or vPvB, and it is scientifically proved that they cause significant damage to human health and to the environment. 

The List of Chemicals that cause concern shall be published in the “Official Gazette of the Republic of Serbia”.

Article 44

The List of Substances that cause concern shall contain the following data:

· identity of the substance;

· classification of the substance i.e. identified as  PBT or vPvB or meeting the other conditions referred to in Paragraph 3, Article 43 of this Law;

· way of use, for which it is not necessary to prescribe additional measures for risk reduction

Article 45

Downstream user of the substance that causes concern or preparation containing that substance shall submit to the Agency, application referred to in Article 40 Paragraph 1 of this Law, chemical dossier on the chemical for the purpose of registering the chemical into the Chemical Registry   

Article 46

Chemical dossier on the substance that causes concern i.e. preparation containing that substance shall, along with the data referred to in Article 40 of this Law, also contain closer description of the manner of use of that substance or preparation contained in it, description of the risk reduction measures for that manner of use as well as the proposal for the systematic monitor of the usage.

Chemical dossier from paragraph 1 of this article shall, where available, also contain the data on possible alternative substances i.e. risk which those alternative substances may represent for human health and environment, as well as technical and socio economic data on feasibility of replacement of the substance with alternative substances.


The Agency shall, from the chemical file, conduct professional evaluation of the submitted data, risk reduction measures and proposal for the systematic monitoring of use of the substance that causes concern.


If the Agency evaluates that risk reduction measures i.e. systematic monitoring of use of substance that causes concern are not appropriate, it shall issue the decision proclaiming the changes and amendments of the proposed measures for risk reduction  i.e. systematic monitoring of use of substance that causes concern and sets up the deadline for the implementation of the proclaimed measures.

 
The applicant shall be entitled to an appeal to the decision referred to in Paragraph 4 of this Article to the Minister.

The decision made by the Minister from Paragraph 5 of this Article shall be final 

Article 47

Decision on entering of chemical into Chemical Registry for substance that causes concern or preparations containing that substance risk reductions measures and manner of systematic monitoring of uses of the substance may be entered.

Producer, importer or downstream user shall comply with the measures for risk reduction and system monitoring of the use of the substance that causes concern from the decision referred to in Paragraph 1 of this Article

Article 48

The fee shall be charged for the verification of the data from the chemical dossier, as well as for the evaluation of the risk reduction measures and manner of systematic monitoring of use of the substance that causes concern. 

The amount of fee from paragraph 1 of this Article shall be determined depending on the number and quantity of the chemical placed on the market in the previous year.  

ANNEX III:
Ministry of Environment and Spatial Planning – organigram
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ANNEX IV: List of acronyms 
MESP

Ministry of Environment and Spatial Planning of Republic of Serbia 

ECHA 
European Chemicals Agency 

NPI 

The National Programme for Integration with the European Union 
KemI 

Swedish Chemicals Agency 

REACH 
Regulation (EC) No 1907/2006 concerning the Registration, Evaluation, Authorization and Restriction of Chemicals 
GDP

Gross Domestic Product
SAICM
Strategic Approach for International Chemicals Management 
UNITAR 
United Nations Institute for Training and Research 
CARDS
Community Assistance for Reconstruction, Development and Stabilisation Programme
ICR

Integrated Chemicals Registry 
POPs

Persistent Organic Pollutants 

NIP

National Implementation Plan 

SIDA

Swedish International Development Cooperation Agency
ICMS

Integrated chemicals management system 

GHS 
Globally Harmonized System for Classification, Labelling and Packaging of Chemicals  

CLP

Classification, Labelling and Packaging of Chemicals  
PIC

Prior Informed Consent Procedure for Certain Hazardous Chemicals
IUCLID
International Uniform Chemical Information Database
EDEXIM
European Database Export Import of Dangerous Chemicals
PSC

Project Steering Committee 
� Members of the Coordination Committee, established to assist in project implementation as well as to oversee SAICM project implementation, were representatives of government authorities, business and industry and public interest and labour organizations.


� This is because Serbia is not yet a member of the Single Market.


� It is planned that hardware and software for the ICR is procured within the IPA 2008 supply contract – further information are given in attached document in Annex III, the extract from the Chemical Law, Chapter VI on the Integrated Chemical Registry/


� The Chemicals Registry database and associated hardware will be housed in a secure room, with antistatic floor, reinforced electrical installations, security system with pass cards, etc.  


� Description is given in Part 3.2 Point 2.


� Compliance control responsibilities are split between the Chemical Department (i.e. the future Chemicals Agency), the Environment Inspectorate and the Trade Inspectorate.


� The committees are forums for discussion, consist of representatives from Member States and are chaired by the Commission. They enable the Commission to establish dialogue with national administrations before adopting implementing measures. The Commission ensures that measures reflect as far as possible the situation in each of the countries concerned.  For example, the relevant ones are: DG ENTR: C34200 – Committee established under the Regulation concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) (Joint responsibility with DG ENV).  


DG ENV: C12300 - Committee for the adaptation to technical progress and implementation of the regulation on the evaluation and control of the risks of existing substances; C12400 - Committee for the adaptation to technical progress of legislation to remove technical barriers to trade in dangerous substances and preparations; C13900 - Standing Committee for implementation of the directive concerning the placing of biocidal products on the market; C14000 - Standing Committee for implementation of the directive on the control of major accidental hazards involving dangerous substances; and C34100 - Committee established under the Regulation concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) (Joint responsibility with DG ENTR)


� GHS- Globally Harmonized System for Classification and Labelling of Chemicals 


� GHS- Globally Harmonized System for Classification and Labelling of Chemicals 
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