Final 2004
Standard Summary Project Fiche

1. Basic | nfor mation
CRIS Number: 2004/016-925-01-07

11 Title: Strengthening of Lithuanian Institutional Capacities in Biocidal
Products Management

1.2 Sector: Environment

1.3 Location: Lithuania
2. Objectives

2.1 Overall Objective:

The overall objective of this 0.945 MEUR institutional strengthening and investment
project, of which 0.06 MEUR is provided from the national co-financing, isto support
the implementation of the 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
and subsequent Commission Regulations.

2.2 Project purpose:

To support development of monitoring and control system of biocidal products placed
on the market and to ensure administrative capacities to carry out dossier’s evaluation
procedures.

2.3 Justification

Comprehensive Monitoring Report on Lithuania's preparations for membership of
November 2003 states, that “The acquis on chemicals and geneticaly modified
organisms has been transposed and is in the line with the acquis, except for biocides
where Lithuania till has to adopt the rules on monitoring. Administrative capacities
are in place and function. An action plan for strengthening the institutions has been
developed. Implementing measures in the area are proceeding as planned. Co-
ordination between the organizations involved needs to continue to be enhanced”.

Lithuania will soon carry out duties introduced by Directive 98/8/EC, concerning
placing on the market of biocidal products (BPD), and Commission Regulation (EC)
No 1896/2000 on the first phase of the programme referred to in Article 16(2) of
Directive 98/8/EC as well as Commission Regulation (EC) No 2032/2003 on the
second phase of the programme referred to in Article 16(2) of Directive 98/8/EC.

Finalization for implementation of the requirements for biocidal productslaid downin
the documents mentioned requires developing inspection, enforcement of
administration management system and establishing effective links of multi-sectoral
cooperation.

Prepared by State Environmental Health Centre, 08-04-2004 1



Final 2004

For the implementation of the Directive 98/8/EC, concerning placing on the market of
biocidal products (BPD) and related Commission regulations the key tasks are:

— To establish monitoring system of biocides placed on the market and develop
capacities for control of use of biocidal products;

— To strengthen administrative capacities of competent authority and public
administration institutions involved in the implementation of the biocidal Directive.

3. Description
3.1 Background and justification:

Professional competence of the personnel working in the field of biocidal productsis
not sufficient and equipment used is not reliable due to small number, lack of
necessary qualifications and outdated data transmission and storing technologies.
Seeking implementation of the Directive concerning the placing of biocidal products
on the market (98/8/EC) and subsequent Regulations (1896/2000, 1687/2002,
2032/2003) in the field of evaluation active substances and biocidal products dossiers,
biocidal product authorisation, market surveillance and monitoring of Directive
implementation, it is necessary to obtain additional qualifications for existing and new
personnel (that is foreseen to employ in the nearest future) as well as necessary
facilities and equipment for confidentia and non-confidential data processing,
exchange and storage.

Applying of uniform methods for active substances and biocidal products dossier
evaluation across all the EU countries is a very important issue of the European
environment protection policy implementation.

Modernisation of existing Lithuanian biocides authorisation, market surveillance and
monitoring system requires reliable and continuous qualification improvement at
administrative and expert level as well as improvement of co-operation between
different Lithuanian authorities, industry and users. On the other hand new co-
operation relations with European Commission and Competent Authorities of
Member States should be established and made functional during very short time as a
crucial point for efficient and cost effective assessment and management of safety and
efficacy of biocidal products.

The present authorisation, market surveillance and monitoring system comprises 2
competent authorities (State Environmental Health Centre under Ministry of Health
and Lithuanian State Veterinary Preparations Inspection under State Food and
Veterinary Service). Several other Governmental institutions such as State Non-food
Products Inspection, State Food and Veterinary Service, Lithuanian State Labour
Inspection, regiona Public Health Centres of State Public Health Service within their
competencies are involved in the process of the implementation of requirements of
Biocidal directive (mainly carrying out functions of monitoring and biocidal products
control placed on the market). Ministry of Health acts as Nationa coordinator. All 23
types of biocidal products as listed in Annex V of Directive 98/8/EC require to be
authorized before placing on the market. Following the Commission’s questionnaire
on implementation (Reporting by Member States under article 24, second paragraph,
of Directive 98/8/EC), necessary data collection has been started. Actualy, the data
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monitoring and other are processed mainly manually that precludes their effective use,
especialy in cases of envisaged participation in al EU activities.

Few short projects were implemented as well as seminars and workshops were
organized for experts, market surveillance inspectors and industry within the
framework of projects and by local capacities of the competent authority for biocides
(State Environmental Health Centre). However, no projects covering the problem in
deep have been carried out in Lithuania.

The existing authorisation, market surveillance and monitoring system does not
conform to modern requirements, taking into account that there are about 200 active
substances on Lithuanian market (from about 1000 identified according to Regulation
(EC) 1896/2000), and that Lithuania should start act as peer reviewer at once after
accession (evaluation of substances on 1% and 2™ lists). Therefore, this project is
dedicated firstly to the Lithuanian competent authorities capacity building and
secondly for market surveillance institutions capacity building by qualification
improvement, modernization of related equipment.

The present project aims to provide further support to sustain the functioning of the
Competent Authority and other governmental institutions involved in decision
making, implementation and control concerning biocidal products. Further to sustain
Lithuania's correct and timely implementation of new acquis, and achievement of
high quality in the national processing of e.g. participation in EU bodies working in
the field of biocidal products (Standing Committee on Biocidal Products, ECB
working groups, regular Competent Authorities meetings, regular technical meetings),
and carrying out risk assessment of active substances as Raporteur Country.

3.2 Linked activities:

A number of activities related to the biocidal products were performed in Lithuania.
They were mainly focused on the harmonisation of national legislation with EU legal
acts improvement of management and in some aspects have covered training of
experts.

— A TAIEX financed expert and study visits in 2001 and 2002 were undertaken to
enhance the State Public Health Centre's administrative capacity to carry out
Competent Authority duties arising from implementation of Directive 98/8/EC
concerning the placing of biocidal products on the market (BPD) and to develop a
Strategy of Transposition and Implementation of BPD in Lithuania.

— Further representatives of the State Public Health Centre took part in the Pesticide
Registration programme in the three Batic Countries and Poland (2000-2001),
organised by the Danish EPA, and in the FEU project L1T0143 "EU decision making
Procedures — Manpower Development at desk officer/medium managerial level in the
Lithuanian administration” (2001-2002).

— Short term bilateral technical support was provided by Danish Environment Agency
by implementation of the Project financed by Danish Ministry of Foreign Affairs
LITO178 - Strengthening of the Lithuanian Competent Authority for authorisation of
Biocidal products. As the outcome of this project Specific recommendations have
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been elaborated for Lithuania emphasizing necessity to establish and develop data
base together with electronic paradigms for all types of communication among
stakeholders within Lithuania as well as with Competent Authorities of Member
States and Commission.

— Strengthening Capacities to Manage Public Health System in compliance with EU
Regulations (PHARE Twinning Project no. LT2001/1B/SO/02) was orientated to
improve management of public administration institutions as well as those providing
public servicesin public health sector.

However any activities comprehensively involving all stakeholders have not yet been
undertaken.

3.3 Results:
The following results will be achieved under the activities of this project:

1. The requirements of relevant EU legidation on biocidal products

implemented.

2. Monitoring and control system for biocidal products placed on the market
developed.

3. Data collection and management system on biocidal products placed on the
market designed.

4, Gained new knowledge and experience to assess dossiers of actives substances
and biocidal preparations.

5. Equipment required for the modernization of data collection, processing and
transmission and evaluation, and strengthening of administrative capacities
purchased and operational.

6. Office for Biocides Authorization and Registration Group in the premises of
State Environmental Health Centre equipped with the necessary stationery
equipment according to the requirements for quality assurance systems.

3.4 Activities.
The implementation of the project activities will consist of two parts:

« Technical assistance;
«  Supply.

Technical assistance

It is proposed to implement project activities as an integral part of activities to be
performed by the SEHC, State Non Food Products Inspectorate under the Ministry of
Economy, State Food and Veterinary Service and State Labour Inspection under the
Ministry of Social Affairs and Labour. Therefore, the implementation of the project
tasks requires specific professiona expertise and a substantial number of local
experts, which would to effectively achieve all its expected outputs.

The following activities are foreseen for technical assistance contract:
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1. Review and update, in accordance with relevant legal acts, the inventory of
biocidal products existing on the Lithuanian market.

2. Investigation of existing gaps in the current system of monitoring and control
of biocidal products placed on the market.

3. Development and implementation of Action Plan to enhance current
monitoring and control of biocidal products placed on the market.

4. Preparation of training programme for inspectors carrying out control
functions of biocidal products placed on the market.

5. Training of relevant staff (at least 40 persons), carrying out control functions
of biocidal products on requirements for biocidal products, collection and
transfer of information for all stakeholders and general public.

6. Preparation of training programme for experts carrying out evaluation of
dossiers (human toxicology, ecotoxicology).

7. Training of experts (at least 8 persons) in dossiers evaluation (evauation of
active substances and biocidal products in aspect of ecotoxicology and human
toxicology).

8. Development of multi institutional network exchanging the information on
biocidal products placed on the market.

9. Development of Checklist for monitoring of biocidal products placed on the
market.

10. Development of guidelines on the preparation of dossier for industry.

11. Assistance in reviewing, updating and finalisation of specifications and tender
documentation for special hardware and software.

12. Assistance in preparation of technical specifications for procurement of
equipment and design of network as well as in organization and evaluation of
results of the bid for of equipment/services.

The Technical Assistance project will be carried out with the help of one long - term
expert (LTE) over a period of approximately 12 months together with short - term
experts (STE) for approximately 9 man/months of EU experts and approximately 14
man/months of local experts.

Profile of LTE. The EU LTE should provide overall management of the project and
strategic ingtitutional support across the biocidal sector management. She/he will be
requested to be aware of EU and national legislation, related to the project activities.
The LTE shall have at least 5 years of adequate experience in the field related to this
particular project. The LTE will work in close co-operation with the management and
staff of the State Environmental Health Centre and the State Public Health Service
under the Ministry of Health of the Republic of Lithuania. Despite the project will last
up to 18 months, permanent residence of LTE in Lithuaniais required for 12 months.
The last 6 months the activities of the project will focus on adjustment of operation of
data base and communication and information exchange network and LTE will be
engaged in the project activities as short term expert.

Profile of STEs. The STEs should have appropriate experience in the areas relevant
to the project and be able to cover all the activities foreseen under this contract. Along
with the expertise on specific issues related with the scope of the Biocidal directive
one short term expert is required for technical support in preparation of technical
specifications for equipment and software procurement and network design.

Supply
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Equipment and services required for network design, modernisation of facilities, data
collection, processing, evaluation and transferring as well as strengthening of
administrative capacities, will be purchased under the supply component. Hardware
and software for the data basis maintenance, data processing, evaluation and
transmission programmes will also be supplied and installed with the assistance of the
short-term experts. (Indicative list of the equipment is presented in the Annex 4).

3.5 Lessonslearned:

The conclusions and recommendations from the previous (see 3.2 Linked Activities)
activities reports concerning the need for activities, which are foreseen to be
implemented under this project, have been considered.

Recommendations provided by TAIEX supported expert in the Report “The
Transitional Arrangements in UE Biocidal Product Directive 98/8/EC and the issues
for Lithuania’ have been considered in the current project.

4. I nstitutional Framewor k

The project will be implemented by the State Environment Health Centre (SEHC)
under the Ministry of Health. State Environment Health Centre under the Ministry of
Health is the final beneficiary and together with the State Public Health Service under
Ministry of Health (SPHS) as indirect beneficiary will be responsible for co-
ordination of the project implementation. SEHC being the public health institution of
national level is appointed as the Competent Authority of Lithuania for the
implementation of the Directive of Biocidal products. Among other activities SEHC is
directly involved in activities related to chemical safety, risk assessment of chemical
substances in Lithuania. Two departments of SEHC (Department of Hygiene
Expertise and Department of Preventive Toxicology) with 13 experts employed are
directly working in the implementation of the requirements of the Directive of
Biocidal products.

State Non Food Product Inspectorate under the Ministry of Economy, State Labour
Inspection under the Ministry of Socia Affairs and Labour, State Food and
Veterinary Service being responsible for the implementation of specific requirements
of Biocidal Directive will beinvolved in the activities foreseen in the project.

The implementation of this project will be supervised by a Steering Committee
appointed by the Minister of Health (MoH) and consisting of representatives of all
stakeholders (Ministry of Economy, Ministry of Social Affairs and Labour, Ministry
of Health). A representative of National Aid Co-ordinator (NAC) will be invited to
participate as observer. Steering Committee will hold its meetings in order to follow-
up and monitor project implementation.

Capacities of State Environmental Health Centre to carry out functions of the
competent authority and manage the system of monitoring of biocidal products will be
strengthened through introduction advanced hard- and software for data collection,
procession and transition, establishment of multi institutional network. Staff training
of State Labour Inspectorate, State Non Food Product inspectorate, State Food and
Veterinary Service will be essential for establishment of close multi sectoral
cooperation and development of effective monitoring and control system.
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Therefore, the State Labour Inspectorate, State Non Food Product inspectorate, State
Food and Veterinary Service will be the second beneficiaries of this project through
access to the necessary information on the biocidal products as well as knowledge
their staff will gain during trainings.

5. Detailed Budget (in MEUR)

Transition  Support
Facility
Investment | Institution | Total National Co- | IFI* | TOTAL
Support Building | TF(=I1+IB) | financing
Technical 0.706 0.706 0.706
assistance
Supply 0.179 0.179 0.06 0.239
Total 0.179 0.706 0.885 0.06 0.945
6. Implementation Arrangements
6.1 Implementing Agency
PAO: Aloyzas Vitkauskas, Director of the CPMA
Address: J. Tumo Vaizganto 8a/2 Telephone: + 370 5 2514400
2600 Vilnius Fax: + 3705 2514401
Lithuania E-mail: Info@cfcu.lt

The beneficiary institution is the State Environmental Health Centre under the Ministry of Health
and the following person is the responsible officer for the Project and the main contact point:

Erikas Maciunas Telephone: +370 5 2 700107
Address: Kavariju 153 Fax: +3705 2 737397
08221 Vilnius E-mail: emaciuna@takas.|t
Lithuania
6.2 Twinning

There is no Twinning component in the project.

6.3 Non-standard aspects

There are no non-standard aspects to this project. The project will be implemented
according to the EDI'S procedures.

6.4 Contracts

1. Technical assistance: 0.706 MEUR
2. Supply: 0.239 MEUR, including 0.06 MEUR of national co-financing
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7.  Implementation Schedule

Component Start of Tendering Start of Project Activity | Project Completion
Technical assistance |4Q/04 1Q/05 2Q/06
Supply 4Q/04 3Q/05 1Q/06

8.  Sustainability

In order to ensure sustainability of the present project State Environmental Health
Centre under the Ministry of Heath (SEHC) has foreseen further necessary
strengthening of its trained technical/supporting staff. Comprehensive study on the
consequences for Lithuania of Biocidal directive implementation has been carried out
by the Committee of European Affairs of the Republic of Lithuania. On the basis of
the conclusions of this study Ministry of Heath has been provided by the budget
estimates for necessary maintenance and updating of the equipment as well as needs
for staff training and expansion for coming ten years. Strengthening of overall
administrative capacities is foreseen by the Government of Republic of Lithuania for
State Non Food Product Inspectorate and other public administration institutions.

9.  Conditionality and sequencing

The project is conditional on co-financing being available for the supply component
of the project.

ANNEXESTO 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

4. Indicative list of the equipment needs to be financed under the Project
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Annex 1

Programme Name and number:
Transition Facility

LOGFRAME PLANNING MATRIX FOR Contracting Period Expires: Disbursement Period Expires:
Project: 3Q/2006 3Q/2007
' Total Budget: Transition Facility Budget:
Strengthening of Lithuanian institutional capacities in biocidal products 0945 MEUR 0885 MEUR
management
Overall Objective Objectively Verifiable Indicators Sour ce of Verification
To support the implementation of the support the | EU requirements for placing on the | Documents of the Ministry of Health
implementation of the Directive 98/8/EC of the European | market of biocidal products as | Documentation of SEHC
Parliament and of the Council of 16 February 1998 | defined in the Directive 98/8/EC of | EC reports
concerning the placing of biocidal products on the market | the European Parliament and of the
and subsequent Commission Regulations Council of 16 February 1998
concerning the placing of biocidal
products on the market and
subsequent Commission
Regulations are met up to the end of
the transitional period foreseen in
the directive.
Project Purpose Objectively Verifiable Indicators Sour ce of Verification Assumptions

To support development of monitoring and control system
of biocidal products placed on the market and to ensure
administrative capacities to carry out dossier’s evaluation
procedures.

No products which are not
Authorized or Registered acc. to the
reguirements of the Directive placed
on the market, appearing violations
of use of biocides and other
requirements are detected by the end
of 2006.

Dossiers are evaluated within time
limits and acc. to the requirements
laid down in the Biocidal Directive
by the end of 2006.

Documents of the Ministry of Health
and State Public Health Service
Documentation of SEHC

Documents of State Non Food Products

Inspectorate
Progress reports

Other stakeholders are willing to co-
operate

Prepared by State Environmental Health Centre, 08-04-2004




Final 2004

Results

1. The requirements of relevant EU legislation on biocidal
products implemented.

2. Monitoring and control system for biocidal products
placed on the market devel oped.

3. Data collection and management system on biocidal
products placed on the market designed.

4. Gained new knowledge and experience to assess
dossiers of actives substances and biocidal preparations.

5. Equipment required for data collection, processing,
transmission and evaluation, and strengthening of
administrative capacities purchased and operational .

6. Office for Biocides Authorization and Registration
Group renovated in the premises of State Environmental
Health Centre and equipped with the necessary stationery
equipment.

Objectively Verifiable Indicators

Network for data exchange is in
function by the end of 2006.

Equipment and software required for
data collection, processing,
transmission and evaluation installed
by the end of the project.

Trained staff —48 specialists

Office for Biocides Authorization
and Registration Group isin function
according to requirements for data
safety and quality assurance by the
end of the project.

Sour ce of Verification

Ministry of Health, State Public Health
Service, SEHC, State Non Food Product
Inspection, State Food and Veterinary
Service, State Labour Inspection
Steering Committee for the project
Project Reports

Assumptions

Co-financing is available for the
supply component of the project.

Prepared by State Environmental Health Centre, 08-04-2004

10




Final 2004

Activities

1. Review and update, in accordance with relevant legal
acts, the inventory of biocidal products existing on the
Lithuanian market.

2. Investigation of existing gaps in the current system of
monitoring and control of biocidal products placed on the
market.

3. Preparation of training programme for inspectors
carrying out control functions of biocidal products placed
on the market.

4. Training of relevant staff (at least 40 persons), carrying
out control functions of biocidal products on requirements
for biocidal products, collection and transfer of
information for all stakeholders and general public.

5. Preparation of training programme for experts carrying
out evauation of dossiers (human toxicology,
ecotoxicology).

6. Training of experts (at least 8 persons) in dossiers
evaluation (evaluation of active substances and biocidal
products in aspect of ecotoxicology and human
toxicology).

7. Development of multi institutional network exchanging
the information on biocidal products placed on the market.
8. Development of Checklist for monitoring of biocidal
products placed on the market.

9. Development of quid lines on the preparation of dossier
for industry.

10. Assistance in reviewing, updating and finalisation of
specifications and tender documentation for special
hardware and software.

11. Assistance in organizing of the tender for purchase of
equipment and evaluation of tender bids.

Means

1. Technical Assistance component (EU LTE for 12 months and short term EU
and local experts for approximately 25 months. approximately 9 man/months of
EU experts and approximately 14 man/months of local experts).

2. Supply component.

Assumptions

Qualified and capable suppliers with
relevant experience, EU and loca
experts are selected to implement
the project

Preconditions
Co-financing is available.
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Detailed Implementation Chart for the Project
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design
tendering
implementation
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Annex 3

CUMULATIVE CONTRACTING AND DISBURSEMENT SCHEDULE (PHARE Contribution only, MEUR)

2004 ' | 2005 2006

31/03 30/06 30/09 31/12 31/03 30/06 30/09 31/12 31/03 30/06 30/09 31/12
Contracting

» Technical assistance 0.706

*  Supply 0.179

(Tc%trﬂu?(a)tri]g:)c“ ng 0.706 0.179

Disbur sement

» Technical assistance 0.562 0.562 0.562 0.562 0.653 0.690 0.706
e Supply 0.142 0.158 0.158 0.179 0.179

Total disbursement

: 0562 0562 0.704 0.720 0.811 0.869 0.885
(cumulative)
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Indicative list of the equipment needs to be financed under the Project

Final 2004

No Component Indicative Indicative Total
Phare Budget national co- budget
(MEUR) financing (MEUR)
(MEUR)
1 Hardware and software for data 0.078 0.016 0.094
collection, procession, evauation
and storage, network maintenance
2 Design and construction of network 0.063 0.028 0.091
for data collection and information
exchange
3. | Stationary equipment for Biocides 0.038 0.016 0.054
Authorization and Registration
Group
Total 0.179 0.06 0.239
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