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1.
Basic Information
1.1
Programme: IPA TAIB 2009

1.2
Twinning Number: HR/2009/IB/SO/03
1.3
Title: Strengthening the Institutional Capacity for Blood, Tissues and Cells

1.4
Sector:  Consumer and Health Protection

1.5
Beneficiary country: Republic of Croatia

2.
Objectives

2.1 Overall Objectives:

Increase of availability, quality and safety of blood, tissues and cells for human application in order to assure the highest possible level of public health protection.

2.2 Project purpose:

Implementation of the Directive 2002/98/EC on setting standards of quality and safety for the donation, testing, processing, storage and distribution of human blood and Directive 2004/23/EC on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells in the Republic of Croatia.

2.3   Contribution to Accession Partnership/ Stabilisation and Association Agreement/ 

 Program of the Government of the Republic of Croatia for assumption and implementation of the acquis communautaire

Accession Partnership

Accession Partnership document (2008/119/EC) with reference to paragraph (Ability to assume the obligations of membership( within Chapter 28, identifies priorities in the field of consumer and health protection which requires further alignment with the acquis, including areas of blood, tissues and cells, and to ensure adequate administrative structures and enforcement capacity. Also, afore-mentioned chapter states that special attention should be paid to adequate administrative capacity to upgrade and restructure facilities for handling blood, tissues and cells in order to meet EU technical requirements.
According to Accession Partnership (2008/119/EC) with reference to Chapter 3 Priorities within paragraph “Economic criteria”, Croatia is also expected to continue implementation of comprehensive health care reforms to avoid the accumulation of new payments arrears in the 
health system and to improve efficiency of health spending. 

This project will substantially increase the capacity of all blood and tissue establishments and other stakeholders relevant for the implementation of EU Directives requirements. Having in mind the overall objective, project purpose and all defined stakeholders within this project, it is expected that project results will substantially contribute to implementation of quality and safety standards related to blood, tissues and cells as well as to overall increase in quality of necessary standards in health protection area.

Stabilization and Association Agreement between the European Communities and its Member States and the Republic of Croatia

The Stabilization and Association Agreement does not directly mention blood, tissues and cells as such, but it does envisage in Article 1 the support of European Communities and its Member States in Croatia’s efforts to harmonize the legislation with the legislation of the EU.

Also, the Article 2 states that the respect of human rights is one of the basic elements of this Agreement. 

In line with the above said, this Project encloses two important issues for Croatia’s future membership: legislation in compliance with the EU blood, tissues and cells Directives, and fulfilling the demand of a safe standard of medical care and the right to security in the event of sickness and disability
.
Programme of the Government of the Republic of Croatia for assumption and implementation of the acquis communautaire

According to the Programme of the Government of the Republic of Croatia for assumption and implementation of the acquis communautaire from January 2010 “it is planned to continue the reorganisation of the blood transfusion system and to draft the National Plan for the Development of Tissue Banks. The procurement of new equipment, IT systems and ensuring other technical conditions for the authorised institutions (blood, tissues and cells) is to be financed partly from the State Budget and from the IPA 2009 project. The additional training of healthcare workers and employees of the responsible authority (MHSW) is planned, with the support of pre-accession funds and TAIEX (workshops, study visits, expertise).”
In that sense, the main objective is strengthening administrative capacity in Competent Authority for implementation of harmonized laws and related subordinate legislation in the area of blood and blood components, tissues and cells (accreditation of blood and tissue establishments’ provision of technical conditions). It is planned that Institute for Biomedicine and Transplantation (which is part of Ministry of Health) takes a role of Competent Authority for blood, tissues and cells assuming all responsibilities and duties now lying within Department for Inspection and monitoring of blood, tissues and cells and the Department for special health care programmes and transplantation. Since the a.m. Institute should be found by the end of 2011 the role of Competent Authority still lies within Ministry’s Directorate for Medicine affairs. More detail explanation can be found in point 4. Institutional framework.   
This project will provide assistance to the Croatian Competent Authority for blood, tissue and cells in capacity building and developing procedures in accordance with the requirements of competency stated in the relevant European Union Directives.

Croatia 2010 Progress Report

As stated in the Croatia 2010 Progress Report, issued by the Commission of the European Communities, regarding the chapter 28. Consumer and Health protection, overall good progress can be reported in the area of public health and specifically, in the area of blood, tissues and cells, where by-laws have been adopted with the aim of completing alignment of the legislation. 
The reorganisation of the transfusion services is continuing. However, quality management of all blood transfusion centers is not yet ensured. Facilities for handling tissues and cells have not yet been fully upgraded, restructured and licensed in accordance with the EU technical requirements. In the field of reproductive cells, implementing legislation was adopted. As regards administrative capacity, the Department for the Inspection and Monitoring of Blood, Tissues and Cells has begun to process applications for authorizations for blood, tissues/cells and assisted reproductive technology (ART) establishments. Significant quantity of ART and tissues/cells establishments is inspected and to certain number authorisation is given. Inspections of the blood establishments are planned to start in the end of 2011.
With regards to the Progress Report, it is necessary to continue the improvement of the health care system, both from the Competent Authority point of view, as well as improving the expert background for blood, tissues and cells (assisted reproductive technology included) through training, education and provision of equipment necessary to bring the safety, quality and accessibility of the human blood, tissues and cells to the European level.

3.
Description

3.1
Background and justification:

The implementation of the European Union blood and tissues and cells acquis is necessary requirement for each country applying for membership of the EU. Ministry of Health and Social Welfare (MHSW) is a Competent Authority (CA) for blood, tissue and cells, including reproductive tissues and cells, for human application under European Tissue and Cells Directive 2004/23/EC and Blood Directive 2002/98/EC. 

Therefore Ministry of Health and Social Welfare is aiming to ensure proper implementation of the requirements of the Directives into the Croatian health care system and to play a leading role in facilitating the blood and tissue establishments in fulfilling the requirements of the acquis. To achieve this goal Ministry of Health and Social Welfare has to be able to perform all Competent Authority tasks in consonance within the requirements of competency stated in the Directives. 

Further to the admission of new staff members within the Competent Authority's Department for Inspection and Monitoring of Blood, Tissues and Cells, plan for education was prepared. The attendance of new employees to professional training and seminars has been planned with regards to the auditing and inspections of tissue and cell establishments and implementing of other tasks within their stipulated competence. 
Plan of Reorganization of Transfusion service is prepared, adopted by the Ministry of Health and Social Welfare and will be implemented by the second half of 2012 according to the Instruction on transfusion service reorganization implementation, issued by the minister, which designs a stepwise approach and time-schedule for the Transfusion Service improvement in Croatia.

Although the Blood and Tissue Directives are formally transposed into Croatian legislation and Ministry of Health and Social Welfare as Competent Authority has provided the appropriate organizational structure (See figure 1.), some of their requirements are not yet fully implemented. All of the legislation regarding blood, tissues and cells and assisted reproduction technology (ART) have been adopted through three laws (Act on blood and blood components OG 79/2006, Act on Explanation and Transplantation of Parts of the Human Body for Therapeutic Purposes OG 177/2004, OG 45/09, Act on Medical Fertilization OG 88/09, OG 137/09) and a number of ordinances determining the complete legal framework regarding blood, tissues and cells and ART.
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Figure 1. Blood, tissue and cells administrative capacity structure description: 
Currently there are two different technical units (departments) within the ministry, which are responsible for performing the tasks under the competence stated in accordance with the requirements of European Tissue and Blood Directives. One is: Department for Inspection and Monitoring of Blood, Tissues and Cells, established for the purpose of authorization procedures and other Competent Authority tasks (biovigilance, register…). The authorization for Tissue Establishments grants the minister on the positive report base (after verifying audit). The other technical unit is the Department for Health Inspection, responsible for inspections of Tissue Establishments (regularly, every 2 years, and ad hoc inspections).
The full implementation of the EU blood and tissue aquis into Croatian health care system requires strengthening the institutional capacity of the Competent Authority (MHSW) and providing additional funds necessary for the proper and complete reorganization of the Transfusion Service and the tissue establishments’ current practice. 

  In the process of the improving and upgrading institutional capacity Croatia introduced new,  

  even more functional, effective and interoperable Competent Authority organisational  

  structure (Figure 2). The new organisational unit, Institute for Biomedicine is going to be   

  established by  the end of the 2011.

[image: image2.wmf]
Figure 2: Institute for Biomedicine-structure and the position in the MHSW
Transfusion service 

Blood Transfusion Service (BTS) in Croatia is organized as public service.

According to the previous Ordinance on blood and blood components (OG 14/1999), transfusion services were performed through 24 hospitals obliged and responsible for blood supply, organized and managed on individual bases.

The blood law adopted in 2006 (Act on blood and blood components OG 79/2006), and Changes and amendments of basic health care network in the chapter “The basic network of blood transfusion service for blood and blood components” (OG 115/2007) are legal base for regulation of Transfusion Service as centralized system (See figure 3.) based on Transfusion services Network aimed to provide the same blood quality and safety standards at national level. 

In April 2010, an Ordinance on requirements regarding space, expert workers and medical/technical equipment, necessary for performing the service of planning, collecting and testing blood and for producing, storage, distribution and issuing blood preparations (OG 41/10) has been published and has come into force on December 30th 2010. All blood establishments should be authorised according to requirements of the Ordinance.
Blood establishments’ applications for authorisation are being processed, and first inspections announced for the end of the 2011.
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Reorganization of transfusion service in accordance to the new legislation (law and by-laws) has started in 2008 and in its first phase envisages merging of smaller blood banks and blood establishments creating a new structure of nine (9) blood establishments for collection, processing and testing. Further reorganization (second) phase assumes merging of the nine blood establishments into five (5) performing serological testing. Phase III foresees the merging of the five blood establishments into one (1) performing Nucleic Acid Testing (NAT).  

Croatian Institute for Transfusion Medicine (CITM) is the leading blood establishment and the Ministry of Health and Social Welfare Referral Centre for Transfusion Medicine, achieved and maintains the quality standards according to ISO 9001/2000. It currently provides approximately 50% of the total amount of the national needs for blood components for the clinical use. With funds allocated for this project, substantial improvements will be reached in the level of Croatian Institute for Transfusion Medicine performance, facilitating it to become the centre of excellence, a training centre and a reference model for all other blood establishments in Croatia. (See figure 4.)  


Figure 4. The organizational hierarchy

Tissue banking

Transplantation and tissue banking activities in the Croatia started in the 1980s, however most of the tissue establishments (TEs), at this stage, do not have adequate facilities and quality management systems to fulfill relevant EU Directives’ requirements in consonance with all Croatian regulations (Act on Explanation and Transplantation of Parts of the Human Body for Therapeutic Purposes OG 177/2004, OG 45/09 and by-laws). Currently, there are five tissue banks in Croatia: two in Clinical Hospital Centre “Zagreb”, Clinic for traumatology, General Hospital Varaždin and Orthopedic Clinic Lovran.

Clinical Hospital Centre “Zagreb” is the most experienced hospital in tissue banking in Croatia (bones, hematopoietic stem cells-HSC, ocular tissues and cord blood), but different tissues are stored in different departments of Hospital. Such model is inefficient considering both aspects - financial and quality. Therefore, Clinical Hospital Centre “Zagreb” started centralization process to attain an objective of one multi-tissue bank consolidating all tissue and cells banking activities. (See figure 5.)  


Figure 5. Proposal for tissue-banking centralization
According to EC Assessment Mission Final Report (INT MARKT EXP 30275), Clinical Hospital Centre “Zagreb”’s Cord Blood Bank (CBB) is close to fulfilling the requirements of the acquis. To achieve full compliance and to facilitate the hospital development plan substantial improvements and investments are needed. With assistance from this project Cord Blood Bank shall become a centre of excellence for good tissue practice, a training centre and a reference model to other tissue establishments in Croatia, assuring the same quality and safety standards for all human tissues and cells in Croatia.

All the professionals involved in tissue banking in Croatia will directly benefit from the implementation of this project by receiving training and education that will increase the overall efficiency and safety in tissue banking. 

Assisted reproduction technology (ART)
Croatia has a long history in ART; first successful in vitro fertilization (IVF) was performed in 1983 in Clinical Hospital Centre “Zagreb”’s Clinic for female diseases and birth. Today, Croatia has eight national IVF centers, and six private centers. 

In July 2009, a new Act on Medical Fertilization (OG 88/09, 110/09) has been published and is fully in accordance with the EU Directives on tissues and cells. The Act stipulates the obligation for all the establishments dealing with medical fertilization to be licensed according to the Act and the ordinances derived from it. The procedures establishments can be licensed for are: homologue intrauterine (intrauterine insemination-IUI) and in vitro fertilization (IVF), heterologue IUI or IVF fertilization with donated reproductive cells and reproductive cells and tissue banking. 
The process of licensing the establishments is currently in progress and the education the professionals are going to receive through the project will be of great help in increasing the overall level of competence.

3.2.    Linked activities (other international and national initiatives):

In the past there were no adequate project activities in this sector.

During the year 2009, Croatia participated in several TAIEX activities: Study Visit on Tissue Bank and Competent Authority in Barcelona (2-5 June, four participants), Study Visit on Quality Management System in Tissue Bank in Berlin (6-10 July, three participants) and Workshop on Tissue Bank Management for Regulators in Zagreb (9-11 December, 36 participants). 

In the course of the year 2010 and 2011, following activities were executed and/or approved: 

· Workshop – Procurement and processing of tissue and cells (four days in September 2010, 30-50 participants), 

· Expert Mission - National plan for tissue and cells establishment (July 2010, 6 participants), 

· Expert Mission on tissue and cells (Improvement of safety and quality of tissue and cells) (two days in December 2010, three participants), 

· Study visit on Spanish National Transplant Organization (October 2010, 3 participants),

· Expert Mission on Donor Quality Assurance Programme (November 2010, 5 participants),

· Expert Mission on Transplant Registry (November 2010),

· Workshop on Training for ICU doctors and hospital transplant coordinators (November 2010, 65 participants),

· Workshop on Quality Systems in Transfusion Medicine (2 days in December 2010, 120 participants),
· Study visit on UK’s Human Fertilisation and Embryology Authority (April 2011, 3 participants)
· Expert Mission on Ocular Tissue Bank Inspection (May 2011).
These kinds of activities are also planned to continue in the upcoming years. 
The TAIEX activities will not interfere/overlap with this project but will secure education of our experts to ease its implementation.
This Twinning project is an integral part of the IPA 2009 project ‘Strengthening the Institutional Capacity for Blood, Tissues and Cells’ which has two components: twinning and supply component. The supply component is planned with the aim to upgrade two centers for excellence and it is envisaged to start after the Twinning component (for more information please refer to the point 10. Conditionality and Sequencing). Investment will be focused on:

· Procurement and delivery of laboratory equipment for one blood establishment (CITM) for :

1. improving immunohaematology testing of blood donors

2. increasing quality and safety of Frozen Fresh Plasma
· Procurement and delivery of laboratory equipment for one tissue establishment (CBB) for :

1. upgrading of quality control laboratory 
2. increasing storage capacity for different types of tissues and cells

3.3.
Results:

Component 1: Development of procedures for strengthening the institutional capacity for blood, tissues and cells of all institutions involved

1.1. Recommendations for amendments of existing legislation and procedures regarding blood, tissues and cells prepared.
Indicators of achievement

· Existing legislation and enforcement procedures regarding blood, tissues and cells assessed.
· Comprehensive Assessment Report with recommendations regarding Act on blood and blood components and by-laws prepared.
· Comprehensive Assessment Report with recommendations regarding the Blood Policy and Plan of reorganization of transfusion medicine prepared.
· Comprehensive Assessment Report with recommendations regarding Act on transplantation and by-laws prepared.
· Comprehensive Assessment Report with recommendations regarding Act on medical fertilization and by-laws prepared.
1.2. Institutional Capacity of Competent Authority and Blood, Tissue and Cells and Assisted Reproductive Technology Establishments for licensing and inspection enhanced.
Indicators of achievement

· Licensing and inspection draft guidelines for the CA prepared.
· Drafts of Standard operating procedures (SOPs) for licensing and inspection for the CA prepared.
· Administrative procedures related to licensing and inspection process for the Blood Establishments prepared.
· Administrative procedures related to licensing and inspection process for the Tissue and Cells Establishments prepared.
· Administrative procedures related to licensing and inspection process for the ART Establishments prepared.
· Reporting system regarding blood transfusion developed.
· Reporting system regarding tissues and cells transplantation developed.
· Reporting system regarding medical fertilization developed.
1.3. Croatian Institute for Transfusion Medicine (CITM) and Ministry of Health and Social Welfare (MHSW) prepared for taking a role of an operational vigilance center at national level.
Indicators of achievement

· Current situation regarding practices and relevant documentation concerning haemovigilance in all Blood Establishments assessed and comprehensive Assessment Report with recommendations prepared.
· Current situation regarding practices and relevant documentation concerning biovigilance in all Tissues and Cells Establishments assessed and comprehensive Assessment Report with recommendations prepared.
· Current situation regarding practices and relevant documentation concerning biovigilance in all ART Establishments assessed and comprehensive Assessment Report with recommendations prepared.
· Guidelines for haemovigilance for Blood establishments designed. 

· SOPs for haemovigilance for Blood establishments designed including communication protocols with the Rapid Alert protocol.

· Guidelines for biovigilance for Tissues and Cells establishments designed.
· SOPs for biovigilance for Tissues and Cells establishments designed including communication protocols with the Rapid alert protocol.

· Guidelines for biovigilance for ART establishments designed. 

· SOPs for biovigilance for ART establishments designed including communication protocols with the Rapid alert protocol.

· Biovigilance system databases development needs analyzed and comprehensive Analysis Report with guidelines for the design of biovigilance (haemo, tissues and cells, ART) system database prepared. 

1.4. Measures for improvement of quality, safety and availability of human blood, tissues and cells, including ART prepared. 
Indicators of achievement

· Current situation in the Croatian blood establishments (including facilities, equipment, personnel and quality management system), common coding system and traceability assessed. Assessment report with detailed list of recommendations for the improvement prepared. 
· Current situation regarding the overall Croatian tissue and cells and ART banking (including facilities, equipment, personnel and quality management system), common coding system and traceability assessed. Assessment report with detailed list of recommendations for the improvement prepared.

· Measures for raising awareness on tissues and cells donation and improving current tissue donation practice designed.
· Guidelines and SOPs for export/import of blood and blood products developed.

· Guidelines and SOPs for export/import of tissues and cells developed.
· Draft Guidelines on quality and safety of human tissues and cells transplantation according to the Directive 2004/23/EC developed.

· Draft Guidelines on quality and safety of reproductive tissues and cells according to the Directive 2004/23/EC developed.

· Draft Guidelines on quality and safety of human blood and blood products according to the Directive 2002/98/EC and the “Guide to the preparation, use and quality assurance on blood components“ issued by European Directorate for the Quality of Medicines & Health Care developed.
· Draft Guidelines on Quality Management System in Blood Establishments with Quality Indicator List developed. 
· Draft Guidelines on Quality Management System in Tissues and Cells Establishments, with Quality Indicator List developed.
· Draft Guidelines on Quality Management System in ART Establishments with Quality Indicator List developed. 
1.5. Proposals for improvement of the current financing model of transfusion medicine system and tissue and cells, including ART banking system provided.

Indicators of achievement

· Current Financing model of transfusion medicine system reviewed.
· Comprehensive Review Report with recommendations on best financial practice for transfusion medicine system prepared.
· Current Financing model of tissues and cells, including the ART banking system reviewed.
· Comprehensive Review Report with recommendations on best financial practice for tissues and cells, including the ART banking system prepared.
1.6. Recommendations for the future development of the organs, blood, tissues and cells transplantation programme prepared.

Indicators of achievement

· The needs for project continuation and future projects for development, enhancement and restructuring of organs, blood, tissues and cells transplantation programme assessed.
· Assessment report with recommendations for future projects for organs, blood, tissues and cells transplantation programme development, enhancement and restructuring prepared.
Component 2: Strengthening staff capacity of all involved institutions regarding blood, tissues and cells 
2.1. Capacity of CA inspectors regarding the process of licensing and inspection enhanced.
Indicators of achievement

· Training needs analysis conducted and long term training programme for the CA inspectors designed.
· Training materials prepared.
· Training for 6 CA representatives organized and conducted through workshops.
· 1 study tour in EU MS Competent Authority for Blood, Tissues and Cells for 5 CA representatives in duration of 5 days, conducted; report on the findings of the study tour prepared.
· 3 study tours in EU MS of 3 days each for CA representatives conducted: one study tour to a MS Blood Establishment (4 persons), one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons); report on the findings of the study tours prepared. 
2.2. Capacity of Blood, Tissues and Cells and ART Establishments’ staff enhanced through targeted training.
Indicators of achievement

· Training needs analysis conducted and long term training programme for the Blood, Tissues and Cells and ART Establishments’ staff designed.
· Training materials prepared.
· Training for 15 Tissues Establishments’ representatives and 4 inspectors organized and conducted through workshops.
· Training for 15 Blood Establishments’ representatives and 4 inspectors organized and conducted through workshops.
· Training for 10 ART Establishments’ representatives and 4 inspectors organized and conducted through workshops.
· 2 study tours in duration of 3 days each for Tissues, Cells and ART Establishments’ staff organized and conducted: one one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons); report on the findings of the study tours prepared.
2.3. Croatian Institute for Transfusion Medicine (CITM) and Clinical Hospital Centre “Zagreb” prepared for upgrading as referral centres.

Indicators of achievement

· Training needs analyzed and training materials including the application documentation for Good Tissue Practice reference centre for CHCZ’s Cord Blood Bank prepared.

· Training on reference centre application process for 3 CHCZ staff members conducted.

3.4. Activities 

Component 1: Development of procedures for strengthening the institutional capacity for blood, tissues and cells of all institutions involved

Activities related to Result 1.1:
1.1.1. Assessment of the existing legislation and enforcement procedures regarding blood,   tissues and cells. 

1.1.2. Preparation of the comprehensive Assessment Report regarding Act on blood and   

blood components and by-laws which should include extensive recommendations for the enforcement and possible amendments.
1.1.3. Preparation of the comprehensive Assessment Report regarding the Blood Policy and the Plan of reorganization of transfusion medicine which should include extensive recommendations for the enforcement and possible amendments.

1.1.4. Preparation of the comprehensive Assessment Report regarding Act on transplantation and by-laws which should include extensive recommendations for the enforcement and possible amendments.

1.1.5. Preparation of the comprehensive Assessment Report regarding Act on medical   fertilization and by-laws which should include extensive recommendations for the enforcement and possible amendments.

Activities related to Result 1.2:

1.2.1. Preparation of the licensing and inspection draft guidelines for the CA.
1.2.2. Preparation of the drafts of Standard operating procedures for licensing and inspection for the CA. 
The Guidelines and the SOPs for the CA should comprise: 
· initial application forms, 
· document check list, 
· inspection check list, 
· format for inspection,

· inspectors report and other documentary tools. 
The Guidelines and SOPs should be based on the EU regulations and the best practices, and in concordance with Croatian legislation. The Guidelines and SOPs should be foundation for National guidelines and Standard operating procedures for licensing and inspection of blood, tissue and cells and assisted reproductive technology establishments that will be designed after the project ends.
1.2.3. Preparation of administrative procedures related to licensing and inspection process for the Blood Establishments. Administrative procedures for the Blood Establishments should comprise: 

· guidelines for inspection, 

· application forms,

· documents check list: personnel, equipment, infrastructure and quality system                 

· requirements,

· standard operating procedures.

The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.
1.2.4. Preparation of administrative procedures related to licensing and inspection process for the Tissues and Cells Establishments. Administrative procedures for the Tissues and Cells Establishments should comprise:
· guidelines for inspection, 

· application forms,

· documents check list: personnel, equipment, infrastructure and quality system,                 

· requirements,

· standard operating procedures.

The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.
1.2.5. Preparation of administrative procedures related to licensing and inspection process for the ART Establishments.
Administrative procedures for the ART Establishments should comprise: 
· guidelines for inspection, 
· application forms,

· documents check list: personnel, equipment, infrastructure and quality system                 

· requirements,

· standard operating procedures.
The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.
1.2.6. Preparation of the reporting system regarding blood transfusion.

Reporting system should provide tools for statistical analysis and evaluation of transfusion services’ efficiency in economical, organizational and expert aspect.

Reporting systems should comprise: 

· data, 

· forms, 

· modality, 

· and network subjects with their relations.
The reporting system should be based on the EU regulations and the best practices and in concordance with the Croatian legislation.
1.2.7. Preparation of the reporting system regarding tissues and cells transplantation.

Reporting system should provide tools for statistical analysis and evaluation of tissues and cells transplantation services’ efficiency in economical, organizational and expert aspect.

Reporting system should comprise: 

· data, 

· forms, 

· modality, 

· and network subjects with their relations.

The reporting systems should be based on the EU regulations and the best practices and in concordance with the Croatian legislation.
1.2.8. Preparation of the reporting system regarding medical fertilization.
Reporting system should provide tools for statistical analysis and evaluation of medical fertilization services’ efficiency in economical, organizational and expert aspect.

Reporting systems should comprise: 

· data, 

· forms, 

· modality, 

· and network subjects with their relations.

The reporting system should be based on the EU regulations and the best practices and in concordance with the Croatian legislation. 
Activities related to Result 1.3:

1.3.1. Conducting assessment of the current situation regarding practices and relevant documentation concerning haemovigilance in all Blood Establishments and preparation of the comprehensive Assessment Report with recommendations. 

1.3.2. Conducting assessment of the current situation regarding practices and relevant documentation concerning biovigilance in all Tissues and Cells Establishments and preparation of the comprehensive Assessment Report with recommendations. 

1.3.3. Conducting assessment of the current situation regarding practices and relevant documentation concerning biovigilance in all ART Establishments and preparation of the comprehensive Assessment Report with recommendations.
1.3.4. Based on the outputs of the activity 1.3.1., designing the Guidelines for haemovigilance for Blood establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.5. Based on the outputs of the activities 1.3.1. and 1.3.4., designing SOPs for haemovigilance for Blood establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.6. Based on the outputs of the activity 1.3.2., designing Guidelines for biovigilance for Tissues and Cells establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.7. Based on the outputs of the activities 1.3.2. and 1.3.6., designing SOPs for biovigilance for Tissues and Cells establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.8. Based on the outputs of the activity 1.3.3., designing Guidelines for biovigilance for ART establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.9. Based on the outputs of the activities 1.3.3. and 1.3.8, designing SOPs for biovigilance for ART establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.
1.3.10. Analyzing the biovigilance system databases development needs and preparation of the comprehensive Analysis Report with guidelines for the design of biovigilance (haemo, tissues and cells, ART) system database.
Activities related to Result 1.4:

1.4.1. Conducting assessment of the current situation in the Croatian blood establishments (including facilities, equipment, personnel and quality management system), common coding system and traceability; preparation of the corresponding Assessment report with detailed list of recommendations for improvement.
1.4.2. Conducting assessment of the current situation regarding the overall Croatian tissue and cells and ART banking. The assessment should include: facilities, equipment, personnel and quality management system, common coding system and traceability; preparation of the corresponding Assessment report with detailed list of recommendations for improvement.

1.4.3. Designing measures for raising awareness on tissues and cells donation and improving current tissue donation practice.

1.4.4. Designing Guidelines and SOPs for export/import of blood and blood products.

1.4.5. Designing Guidelines and SOPs for export/import of tissues and cells.

1.4.6. Designing draft Guidelines on quality and safety of human tissues and cells transplantation according to the Directive 2004/23/EC.

1.4.7. Designing draft Guidelines on quality and safety of reproductive tissues and cells according to the Directive 2004/23/EC.

1.4.8. Designing draft Guidelines on quality and safety of human blood and blood products according to the Directive 2002/98/EC and the “Guide to the preparation, use and quality assurance on blood components“ issued by European Directorate for the Quality of Medicines & Health Care.

1.4.9. Designing draft Guidelines on Quality Management System in Blood Establishments, with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).
1.4.10. Designing draft Guidelines on Quality Management System in Tissues and Cells Establishments with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).

1.4.11. Designing draft Guidelines on Quality Management System in ART Establishments, with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).
Activities related to Result 1.5:

1.5.1. Conducting review of the current financing model of transfusion medicine system and preparation of the comprehensive Review Report with recommendations on best financial practice for transfusion medicine system. 

1.5.2. Conducting review of the current financing model of tissues and cells, including the ART banking system and preparation of the comprehensive Review Report with recommendations on best financial practice for tissues and cells, including the ART banking system.
Activities related to Result 1.6:

1.6.1. Conducting assessment of the needs for development, enhancement and restructuring of organs, blood, tissues and cells transplantation programme.

1.6.2. Preparation of the Assessment report with recommendations for future projects for organs, blood, tissues and cells transplantation programme development, enhancement and restructuring.
Component 2: Strengthening staff capacity of all involved institutions regarding blood, tissues and cells
Activities related to Result 2.1:

2.1.1. Conducting training needs analysis and designing long term training programme for the CA inspectors.

2.1.2. Preparation of training materials based on the developed training programme. 

2.1.3. Organizing and conducting training.

The training group will be made of 6 CA representatives. Training should be conducted through workshops, in Zagreb, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures regarding blood, tissues and cells legislation. 
2.1.4. Conducting 1 study tour in EU MS Competent Authority for Blood, Tissues and Cells for 5 CA representatives in duration of 5 days. The purpose of the study tour will be gaining close perspective in licensing and inspection procedures from the MS CA’s point of view.
2.1.5. Conducting 3 study tours in EU MS of 3 days each for CA representatives: one study tour to a MS Blood Establishment (4 persons), one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons). The purpose of the study tours will be gaining close perspective in licensing and inspection procedures from the MS Establishment’s point of view.

Activities related to Result 2.2:

2.2.1. Conducting training needs analysis and designing long term training programme for the Blood, Tissues and Cells and ART Establishment’s staff.

2.2.2. Preparation of training materials based on the developed training programme. 

2.2.3. Organizing and conducting training. The training will be organized for all three groups of professionals (Blood, Tissues and Cells and ART staff) with the participation of MHSW inspectors.

Group A:

This group will be made of 15 Tissues Establishments representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding tissues and cells services.

Group B:

  This group will be made of 15 Blood Establishments’ representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, Split and Rijeka, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding blood services.

Group C:

This group will be made of 10 ART representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, Split and Rijeka, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding medical fertilization.

2.2.4. Conducting 2 study tours in duration of 3 days each in EU MS for Tissues and Cells Establishments and ART Establishments staff: one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons). 
Activities related to Result 2.3.:

2.3.1. Conducting training needs analysis for Clinical Hospital Centre “Zagreb”’s staff and preparation of training materials including the application documentation for Good Tissue Practice reference centre for Clinical Hospital Centre “Zagreb”’s Cord Blood Bank. Application documentation should identify specific Good Tissue Practice requirements that represent effective systems, procedures and practices ensuring that human cells and cellular-based products are procured, tested and processed in a manner that prevents the introduction or transmission of communicable disease while providing cells that have medical utility for recipients. 

2.3.2. Conducting training on reference centre application process for Clinical Hospital Centre “Zagreb”’s staff. 

This group will be made of 3 Clinical Hospital Centre “Zagreb”’s representatives. Training should be conducted through workshop, in Zagreb, with emphasis on practical usage of application documentation.

Two visibility events will be organized in the course of the implementation of the project; Kick-off meeting at the start of the implementation and the Final meeting at the end of the implementation of project activities.

3.5.
Means/ Input from the MS Partner Administration:

3.5.1. Profile and tasks of the Project Leader 

Profile of the Project Leader

Requirements: 
· University level education in biomedicine or equivalent professional experience of 15 years in the field of medicine

· 8 years of experience in the field of transfusion medicine and/or tissues and cells banking and transplantation,

· High-ranking official

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy
· Experience in project management

Assets: 

· Experience in implementation of EU standards related to blood and/or tissues and cells in Candidate Countries 

· Experience in  EU funded project

· Experience in practical application of EU legislation regarding blood and/or tissues and cells

Tasks of the Project Leader:
· Overall responsibility,  and direction of the MS TW partner inputs,

· Directing towards introducing EU best practice in connection with the aquis communautaire regarding the blood, tissues and cells (including the ART) and assuring compatibility with EU requirements;

· Supervising and coordinating implementation of the project,

· Project reporting;

· Ensuring backstopping and financial management of the project in the MS,

· Coordination of deployment of medium and short-term experts,

· Organization of study visits

· Participation in Steering Committee meetings 

· Networking with institutions relevant for this project in Croatia and in Member States

3.5.2. Profile and tasks of the RTA

Profile of the Resident Twinning Adviser

Resident Twinning Advisor 

Requirements: 

· University level education in biomedicine or equivalent professional experience of 13 years in the field of medicine

· 7 years of experience in the coordination of blood and/or tissue and cells banking at managerial and/or expert level 

· Experience in the field of blood and/or tissues and cells quality management
· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2.

· Working level of English language

· Experience in project management

· Computer literacy

Assets: 
· Experience in implementation of EU standards related to blood and/or tissues and cells 

· Experience in EU pre-accession programmes
· Experience in international project

· Experience in drafting legislation

· Experience in providing training

Tasks of the Resident Twining Adviser:

· Working on a daily basis with the BC staff on the implementation of the project

· Support and coordination of all project activities in BC

· Providing technical advice and assisting Croatian administration in the context of project work plan

· Organization of visibility events (kick-off and final event)

· Networking with institutions relevant in this project in Croatia and in MS

· Provide inputs focused on:

a) Licensing system for blood, tissues and cells (including reproductive tissues and cells)

b) Inspection and control measures

c) Haemovigilance and biovigilance system (vigilance and surveillance of blood, tissue and cells and reproductive tissues and cells)

d) Quality systems

e) Training programmes in the field of blood, tissue and cells (and reproductive tissues and cells)

f) Facilitation of transferral of EU best practices in the field of blood, tissue and cells (and reproductive tissues and cells) and developing potential for their implementation in the CA.
Duration of RTA secondment will be 15 months.

3.5.3 Profile and tasks of the short-term experts

For each of the proposed experts in the submitted proposal the Member State(s) are kindly requested to indicate the expert’s profile.
Profile of STE 1: short-term expert for blood banking 
Requirements:

· University level education in medicine or equivalent professional experience of 10 years in the field of transfusion medicine

· 5 years of professional experience in the field of blood banking

· Experience in practical application of EU regulations and guidelines regarding blood and blood components

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy

Assets: 

· Professional experience in blood banking state referral centre

· Experience in designing haemovigilance systems

· Experience in designing reporting system regarding transfusion

· Experience in organizing and providing trainings

· Experience with quality management systems in blood establishments
Tasks of the Short-term expert 1: 
· Participating in assessment of  the current situation in the Croatian blood establishments, and preparation of the corresponding assessment report
· Participating in designing the reporting system regarding transfusion

· Participation in the assessment of current situation regarding practices and relevant documentation concerning haemovigilance in all blood establishments and in preparation of the relevant Assessment Report

· Participating in designing the Guidelines and SOPs for haemovigilance for blood establishments

· Participating in the analysis of blood biovigilance system database development needs for blood and preparation of relevant Analysis Report

· Participating in designing Guidelines with SOPs for export/import of blood and blood products

· Participating in preparation of the draft Guidelines on quality and safety of human blood and blood products

· Participating in preparation of the draft Guidelines on Quality Management System in blood establishments and Quality indicators.

· Participating in reviewing transfusion medicine financing model and in preparation of the relevant review report

· Participating in assessing the needs for development, enhancement and restructuring of blood transfusion programme

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of blood and blood banking
· Leading and directing of the work of specific working groups

Profile of STE 2: short-term expert in tissue banking 

Requirements:
· University level education in medicine or equivalent professional experience of 10 years in the in the field of tissue banking and processing

· 7 years of professional experience in tissue processing and tissue banking 

· Experience  in practical application of EU regulations and guidelines regarding tissues and cell

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2,

· Working level of English

· Computer literacy

Assets: 

· Experience in designing reporting systems regarding tissues and cells transplantation

· Experience in designing biovigilance systems

· Experience with quality management systems in tissues and cells establishments, covering banking of musculoskeletal, cardiovascular, skin and eye tissue

· Experience with quality management systems in tissue banking

· Experience in organizing and providing training

Tasks of the Short-term expert 2: 

· Participating in designing reporting systems regarding tissues and cells transplantation

· Participating in the assessment of current situation regarding practices and relevant documentation concerning biovigilance in all tissue establishments and in preparation of the relevant Assessment Report

· Participating in designing Guidelines and SOPs for biovigilance for tissues and cells establishments

· Participating in the analysis of biovigilance system database development needs for tissues and cells and preparation of relevant Analysis Report

· Participating in the assessment of current situation regarding the overall Croatian tissue banking and preparation of relevant Assessment Report

· Participating in designing the draft Guidelines on quality and safety of human tissue and cells transplantation

· Participating in designing the draft Guidelines on Quality Management System in tissue establishments and Quality indicators list.

· Participating in reviewing tissues and cells financing model and in preparation of the relevant review report

· Participating in assessing the needs for future development of tissue and cells programme

· Participating in designing Guidelines with SOPs for export/import of tissues and cells

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of  tissues and  cells

· Participating in designing measures for raising awareness on tissues and cells donation and improving current tissue donation practice
· Leading and directing of the work of specific working groups

Profile of STE 3: short-term expert for the cord blood banking 

Requirements:
· University level education in medicine or equivalent professional experience of 10 years in the field of cord blood banking

· 5 years of professional experience in cord blood banking 

· Experience in practical application of EU regulations and guidelines regarding tissues and cells

· Professional experience in cord blood banking institution accredited by NetCord and Foundation for Accreditation for Cell Therapy (FACT) and the Joint Accreditation Committee of ISCT Europe and EBMT (JACIE).

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2.

· Working level of English language,

· Computer literacy

Assets: 

· Experience in designing the reporting systems regarding tissues and cells

· Experience in designing biovigilance systems

· Experience in organizing and providing trainings

· Experience with quality management systems in tissues and cells establishments

Tasks of the Short-term expert 3:

· Participating in designing reporting systems regarding tissues and cells transplantation

· Participating in the assessment of current situation regarding practices and relevant documentation concerning biovigilance in all tissue establishments and in preparation of the relevant Assessment Report

· Participating in designing Guidelines and SOPs for biovigilance for tissues and cells establishments

· Participating in the analysis of biovigilance system database development needs for tissues and cells and preparation of relevant Analysis Report

· Participating in the assessment of current situation regarding the overall Croatian tissue banking and preparation of relevant Assessment Report

· Participating in designing the draft Guidelines on quality and safety of human tissue and cells transplantation

· Participating in designing the draft Guidelines on Quality Management System in tissue establishments and Quality indicators list.

· Participating in reviewing tissues and cells financing model and in preparation of the relevant review report

· Participating in assessing the needs for future development of tissue and cells programme

· Participating in designing Guidelines with SOPs for export/import of tissues and cells

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of tissues and  cells

· Participating in designing measures for raising awareness on tissues and cells donation and improving current tissue donation practice
· Leading and directing of the work of specific working groups regarding cord blood banking

Profile of STE 4: short-term expert for reproductive tissues and cells

Requirements:
· University level education in biomedicine or equivalent professional experience of 10 years in biomedicine

· 5 years of professional experience in reproductive medicine

· Experience  in practical application of EU regulations, guidelines and standards regarding reproductive tissues and cells

· Experience in banking of reproductive tissue and cells

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy

Assets: 

· Experience in designing the reporting systems regarding reproductive tissues and cells
· Experience in biovigilance, for the field of reproductive tissues and cells

· Experience with quality management systems in ART establishments

· Experience in organizing and providing trainings

Tasks of the Short-term expert 4: 

· Participating in designing the reporting systems regarding reproductive tissues and cells

· Participating in the assessment of current situation regarding practices and relevant documentation concerning biovigilance in all ART establishments and in preparation of the relevant assessment report

· Participating in preparation of Guidelines and SOPs for biovigilance, for the field of reproductive tissues and cells

· Participating in the assessment of current situation regarding the overall Croatian ART system and preparation of relevant Assessment Report

· Participating in designing the draft Guidelines on quality and safety of reproductive tissues and cells

· Participating in preparation of the draft Guidelines on Quality Management System in ART establishments and Quality indicators list.

· Participating in reviewing ART financing model and in preparation of the relevant review report

· Participating in the analysis of biovigilance system database development needs for reproductive  tissues and cells and preparation of relevant Analysis Report

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of reproductive tissues and cells

· Participating in designing measures for raising awareness on reproductive tissues and cells donation and improving current donation practice
· Leading and directing of the work of specific working groups

Profile of STE 5: short-term expert for licensing and inspection of blood establishments

Requirements:
· University level education in biomedicine or equivalent professional experience of 10 years in the field of transfusion medicine

· 5 years of experience in inspection and/or licensing of blood establishments

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy

Assets: 

· Experience in practical application  of EU regulations, guidelines and standards regarding licensing and inspection of blood establishments

· Experience with quality management systems in blood establishments

· Experience in organization of haemovigilance system at national level
· Experience in designing the reporting systems regarding blood and blood products
· Experience in organizing and providing trainings

Tasks of the Short-term expert 5: 

· Participating in assessment of  the current situation in the Croatian blood establishments, and preparation of the corresponding assessment report

· Participating in analyzing the existing legislation and enforcement procedures regarding blood and in preparation of the corresponding assessment report

· Participating in the preparation of the assessment report regarding the Plan of reorganization of transfusion medicine

· Participating in the preparation of the draft for the SOPs for licensing and inspection for the CA

· Participating in the preparation of the administrative procedures related with the licensing and inspection for the blood establishments

· Participating in the preparation of the reporting system regarding the blood transfusion

· Participating in the assessment of current situation regarding practices and relevant documentation concerning haemovigilance in all blood establishments and in preparation of the relevant assessment report

· Participating in designing the Guidelines and SOPs for haemovigilance for blood establishments

· Participating in the analysis of biovigilance system database development needs for blood and preparation of relevant Analysis Report

· Participating in designing the Guidelines with SOPs for export/import of blood and blood products

· Participating in designing the draft Guidelines on quality and safety of human blood and blood products

· Participating in designing the Guidelines on Quality Management System in blood establishments and Quality indicators list 

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of blood and blood products
· Leading and directing of the work of specific working groups

Profile of STE 6: short-term expert for licensing and inspection of ART establishments

Requirements:
· University level education in biomedicine or equivalent professional experience of 10 years in the field of ART 

· 5 years of experience in inspection and/or licensing of reproductive tissues and cells establishments

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy

Assets: 

· Experience in practical application  of EU regulations, guidelines and standards regarding licensing and inspection of reproductive tissues and cells establishments

· Experience in designing the reporting systems regarding reproductive tissues and cells

· Experience with quality management systems in ART establishments

· Experience in organizing and providing trainings

· Experience in organization of biovigilance system at national level for reproductive tissues and cells

Tasks of the Short-term expert 6: 

· Participating in analyzing the existing legislation and enforcement procedures regarding medical fertilization and in preparation of the corresponding assessment report

· Participating in the preparation of the draft for the SOPs for licensing and inspection for the CA

· Participating in the preparation of the administrative procedures related with the licensing and inspection for the ART establishments

· Participating in the preparation of the reporting system regarding the medical fertilization

· Participating in the assessment of current situation regarding practices and relevant documentation concerning biovigilance in all ART establishments and in preparation of the relevant assessment report

· Participating in designing the Guidelines and SOPs for biovigilance for ART establishments

· Participating in the analysis of biovigilance system database development needs for ART establishments  and preparation of relevant Analysis Report

· Participating in designing the draft Guidelines on quality and safety of reproductive tissues and cells

· Participating in designing the draft Guidelines on Quality Management System in ART establishments and Quality indicators list 

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of ART
· Leading and directing of the work of specific working groups

Profile of STE 7: short-term expert for licensing and inspection of tissues and cells establishments

Requirements:
· University level education in biomedicine or equivalent professional experience of 10 years in the field of tissues and cells banking

· 5 years of experience in inspection and/or licensing of tissues and cells establishments

· Proven contractual relation to public administration or mandated body, as defined under Twinning manual 5.3.2

· Working level of English language

· Computer literacy

Assets: 

· Experience in practical application  of EU regulations, guidelines and standards regarding licensing and inspection of tissues and cells establishments

· Experience in designing the reporting systems regarding tissues and cells

· Experience with quality management systems in tissues and cells establishments
·  Experience in organization of biovigilance system at national level for tissues and cells

· Experience in organizing and providing trainings

Tasks of the Short-term expert 7: 

· Participating in analyzing the existing legislation and enforcement procedures regarding tissues and cells and in preparation of the corresponding assessment report

· Participating in the preparation of the draft for the SOPs for licensing and inspection for the CA

· Participating in the preparation of the administrative procedures related with the licensing and inspection for the tissues and cells establishments

· Participating in the preparation of the reporting system regarding the tissues and cells transplantation

· Participating in the assessment of current situation regarding practices and relevant documentation concerning biovigilance in all tissues and cells establishments and in preparation of the relevant assessment report

· Participating in designing the Guidelines and SOPs for biovigilance for tissues and cells establishments

· Participating in the analysis of biovigilance system database development needs for tissues and cells and preparation of relevant Analysis Report

· Participating in designing the Guidelines with SOPs for export/import of tissues and cells

· Participating in designing the draft Guidelines on quality and safety of tissues and cells transplantation

· Participating in designing the draft Guidelines on Quality Management System in tissues and cells establishments and Quality indicators list 

· Participating in analysis of training needs, designing training programme and materials and providing training in the field of blood and blood products
· Leading and directing of the work of specific working groups

Note: At least one expert must have experience with designing and implementation of common coding system for tissues and cells and ART for traceability purposes.

4. Institutional Framework

Ministry of Health and Social Welfare (MHSW) as the Competent Authority, Croatian Institute of Transfusion Medicine (CITM) and Clinical Hospital Centre “Zagreb” are main beneficiary institutions for the overall implementation of the project activities. Partner beneficiaries in this project are blood establishments, tissue and cells establishments and ART units.

The aim of the Ministry of Health and Social Welfare (MHSW) is improvement of the health system so it can satisfy the overall needs of the Croatian citizens regarding quality and expert health care which involve disease prevention, professional illness prevention, health education, early disease risk identification and treatment and rehabilitation of the patients.

The current organizational structure within the MHSW is presented in figure 6.

Departments that will directly benefit from the projects activities and results are: Department for inspection and monitoring of blood, tissues and cell, Department for health inspection and Department for special health care programmes and transplantation.
Department for inspection and monitoring of blood, tissues and cells’ responsibilities are administrative and expert affairs regarding law implementation monitoring and other legislation related to blood, blood components, tissues and cells. The Department covers all the steps from preparation and license drafting (in the authorization process for the services of procurement, storage, distribution etc. for tissues and cells), organizing and carrying out inspections in the field of planning, procuring and testing blood and blood components and in the field of procurement, storage and transplantation of tissues and cells, maintaining evidence and registers regarding blood, blood components, tissues and cells to participating in the law-making process (and other legislation) in its field of expertise. 

Department for health inspections’ responsibilities are observing and analyzing the healthcare state and undertaking measures assuring quality of service. They cover inspection, administrative and expert affairs related to law surveillance and enforcement, other legislation and general acts regarding the healthcare service, including: monitoring expert work of healthcare establishments, healthcare workers and private healthcare workers, application of means and methods of prevention, diagnostics, therapy and rehabilitation, providing help to citizens, healthcare establishments and workers in implementation of healthcare service ordinances and measures, following mutual influences between healthcare workers and patients, maintaining evidence and registers regarding work procedures, participating in the law-making process and other legislation in its field of expertise.

Department for special health care programmes and transplantation is responsible for administrative and expert affairs regarding monitoring, planning, cooperation, improvement, organization of explantation and transplantation activities, including: monitoring the Transplantation Programme implementation, conducting health advertising activities, upgrading the quality of explantation/transplantation, planning and advancing medical facilities equipment, keeping registers regarding work procedures, participating in state budget planning.

All of the above mentioned departments cooperate, among themselves and healthcare establishments, in providing the best possible service to the general public.

Clinical Hospital Centre “Zagreb”, established in 1942, is the most experienced hospital in tissue banking in Croatia (bones, autologous HSC, eye and cord blood). Fifty different reference centres are situated there, with a goal of permanent monitoring and systematic promotion of different fields of medicine in Croatia.

CITM is non-profit health establishment in government ownership. It was established 1945 with a goal of delivering health services to the transfusion patients. The Institutes' services include: advertising and blood collection from blood donors, lab testing, processing, storage and distribution of blood products, ante-transfusion examination of patients, pregnant women and other citizens. CITM is the biggest blood establishment and Referral Centre for Transfusion Medicine of the MHSW. Since 2001 this institution has achieved and maintained the quality standards according to ISO 9001/2000 issued by Lloyd/UK. CITM provides almost 50% of the total amount of the national needs for blood components for clinical use. 
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  Figure 6. Current organization of the Competent Authority for blood, tissues and cells

The total number of people included in the project (working in the abovementioned health establishments) is expected to be: for blood approx. 50, for tissues and cells approx. 20 and for ART units approx. 30, bringing the total to about 100 professionals that will directly benefit from the realization of this project.

The number should be extended to at least 10 health and tissues and cells inspectors working for Ministry of Health and Social Welfare that will be trained in all the levels necessary to adequately perform their assignments in concordance with the EU Directives and Croatian legislation.
The beneficiary institution will dedicate all necessary human and financial resources in order to guarantee an effective implementation of the respective project. In particular, the beneficiary institution will insure the availability of the following provisions:

Adequately equipped office space for the RTA and the RTA assistant for the entire duration of their secondment (in particular a desk, a telephone line, PC with e-mail account and internet access, possibility to use fax & copy services).

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

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

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

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

The availability of the BC human resources (BC experts) during the implementation of the activities.
5. Budget
	Strengthening the Institutional Capacity

for Blood, Tissues and Cells


	IPA Community Contribution
	National

Co-financing
	TOTAL

	Twinning Contract
	95%
	5%
	€ 1.000.000


Interpretation costs will be reimbursed from the budget only for the purpose of workshops and seminars, up to 7% of the Contract amount can be used for translation and interpretation purposes.
6.
Implementation Arrangements

6.1
 Implementing Agency responsible for tendering, contracting and accounting 

Central Finance and Contracting Agency (CFCA)

Ulica grada Vukovara 284

10000 Zagreb, Croatia

Mrs. Marija Tufekčić, Director of the CFCA

Phone:+ 385 1 4591 245

Fax: +385 1 4591 075

          E-mail: procurement@safu.hr 

Twinning Administrative Office 

Central Finance and Contracting Agency

Ulica grada Vukovara 284

10000 Zagreb, Croatia 

Contact: Mr Domagoj Šimunović, Twinning NCP

Phone: +385 1 4591 245
Fax: + 385 1 4591 075

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

Senior Programme Officer-SPO

Mr. Ante Zvonimir Golem, State Secretary 

Ministry of Health and Social Welfare (MHSW)

Ksaver 200a, 10 000 Zagreb

Tel: 00 385 14677 100

Fax: 00 385 14677 101

e-mail address: antezvonimir-golem@mzss.hr 

BC Project Leader

Mr. Vibor Delić, Director of Directorate for Medical Affairs

Ministry of Health and Social Welfare (MHSW)

Ksaver 200a, 10 000 Zagreb

Tel: 00 385 14677 103
Fax: 00 385 14677 105
e-mail address: vibor.delic@mzss.hr  

RTA counterpart

Ms Vanja Nikolac

Ministry of Health and Social Welfare 

Ksaver 200a

HR - 10 000 Zagreb, Republic of Croatia

Phone: 00 385 1 4607 671

Fax: 00 385 14577 105

e-mail: vanja.nikolac@mzss.hr
Contact persons: 

For transfusion medicine:

Ms Melita Balija

Croatian Institute of Transfusion Medicine (CITM)

Petrova 3

HR - 10 000 Zagreb, Republic of Croatia

Phone: 00 385 14600 362

Fax: 00 385 14633 286

e-mail: Melita.Balija@hztm.hr 

For Tissue establishment (Cord Blood Bank):

Ms Branka Golubić Ćepulić

Clinical Hospital Centre Zagreb, Cord Blood Bank,

Kišpatićeva 12

HR 10 000 Zagreb, Republic of Croatia

Phone: 00385 1 2388 726

Fax: 00385 12388 037

e-mail: bgolubic@kbc-zagreb.hr  

For blood, tissues and cells:
Ministry of Health and Social Welfare 

Ksaver 200a

HR - 10 000 Zagreb, Republic of Croatia

Ms Mirela Bušić

Phone: 00 385 14607 606

Fax: 00 385 14610 841

e-mail: mirela.busic@mzss.hr 

Ms. Vesna Sokol

Phone: 00 385 14607 543

Fax: 00 385 14577 105

e-mail: vesna.sokol@mzss.hr 

6.3 Contracts

The project will be implemented through a single twinning contact of a total value of

1 000 000 EUR.

7.
Implementation Schedule (indicative):

Note:
Contracting deadline for National Programme for 2009 under the Instrument for Pre-accession Assistance (“Transition Assistance and Institution Building” Component, Part 1) for Croatia is 6th May 2012.

Member States submitting proposals for this Twinning project, as well as the Beneficiary institutions, will be requested to finalise drafting of the contract in a period less than six months in order to assure its signature before the contracting deadline.
7.1
Launching of the call for proposals: 3rd quarter 2011
7.2
Start of project activities: 2nd quarter 2012
7.3
Project completion: 3rd quarter 2013
7.4 Duration of the execution period: 18 months.

The execution period will end 3 months after the implementation period of the Action (work plan) which will take 15 months.

8.
Sustainability

The achievements of a Twinning project (mandatory results) should be maintained as a permanent asset to the Beneficiary administration even after the end of the Twinning project implementation. This presupposes inter alia that effective mechanisms are put in place by the Beneficiary administration to disseminate and consolidate the results of the project. 

We plan this project to be the base necessary for planning other compatible projects that will progress in the future.

The expected results of the project are: educating and supplying all the participants with the knowledge and training necessary and the documentary and administrative tools needed for long-term improvement of safety and quality of Croatian health care system in the field of blood, tissues and cells and ART.
9.
Crosscutting issues 
Based on the fundamental principles of promoting equality and combating discrimination, participation in the project will be guaranteed on the basis of equal access regardless of sex, racial or ethnic origin, religion or belief, disability, age or sexual orientation.
10.
Conditionality and sequencing

Conditionality:

The contracting of this twinning component will be finalized upon the adoption of the Changes and the amendments of the Act on blood and blood components (OG 79/2006). The proposed changes in the Act on blood and blood components will amend the Act to align roles and activities of blood competent authority, and blood establishments versus hospital blood banks, with EU blood directives’ provisions.

ANNEXES TO PROJECT FICHE

1.  Logical framework matrix in standard format 
2.   Detailed implementation chart 
3.   Contracting  and  disbursement  schedule  by  quarter  for  full  duration  of  programme  (including disbursement period)
4.  List of relevant Laws and Regulations

ANNEX 1: Logical framework matrix in standard format

	Strengthening the Institutional Capacity for Blood, Tissues and cells
	Programme name and number

IPA 2009
	

	Ministry of Health and Social Welfare (MHSW),

Croatian Institute of Transfusion Medicine (CITM), 

Blood establishments,

Clinical Hospital Centre “Zagreb”  (CHCZ),

Tissue and cells establishments,

ART units.
	Contracting period expires:

Two years following the date of conclusion of the Financing Agreement
	Disbursement period expires: 

Three years following the end date for contracting

	
	Total budget: € 1 000 000
	IPA financing: 95%
National co-financing: 5%

	Overall objective
	Objectively Verifiable Indicators 
	Sources of Verification
	

	Increase of availability, quality and safety of blood, tissues and cells for human application in order to assure the highest possible level of public health protection.
	Capability of institutions involved to work under the requirements of Directives 2002/98/EC and 2004/23/EC achieved 
	National register on licensed blood , tissue and cells establishments 

Annual report on tissue, cells and blood activities for Republic of Croatia 

National biovigilance report sent to EC


	

	Project purpose
	Objectively Verifiable Indicators
	Sources of Verification
	Assumptions

	Implementation of the Directive 2002/98/EC on setting standards of quality and safety for the donation, testing, processing, storage and distribution of human blood and Directive 2004/23/EC on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells in the Republic of Croatia.

	1.Competent Authority operating in accordance to EU Directives requirements

2.One tissue bank fully implemented Directive 2004/23/EC requirements and granted  license for tissue banking by the competent authority. 

3.CITM upgraded of as a reference model for other blood establishments in the field 
	1.a. Licenses granted to blood and tissue establishments issued by the competent authority.

1.b. Guidelines and annual reports  

  for biovigilance published.

1.c. Registries and Annual reports of blood and tissue and cells activities published.
1.d. Training certificates.

2. Inspection report

3. Training program for regional centres organized and conducted


	· MHSW commitment and support

· Necessary political support

· Funding mechanism for tissues and cells as well as blood transfusion establishments in place




	Results 
	Objectively Verifiable Indicators
	Sources of Verification
	Assumptions

	Component 1: Development of procedures for strengthening the institutional capacity for blood, tissues and cells of all institutions involved

1.1. Recommendations for amendments of existing legislation and procedures regarding blood, tissues and cells prepared.

1.2. Institutional Capacity of Competent Authority and Blood, Tissue and Cells and Assisted Reproductive Technology Establishments for licensing and inspection enhanced.

1.3. Croatian Institute for Transfusion Medicine (CITM) and Ministry of Health and Social Welfare (MHSW) prepared for taking a role of operational vigilance centers at national level.

1.4. Measures for improvement of quality, safety and availability of human blood, tissues and cells, including ART prepared. 

1.5. Proposals for improvement of the current financing model of transfusion medicine system and tissue and cells, including ART banking system provided.

1.6. Recommendations for the future development of the organs, blood, tissues and cells transplantation programme prepared.

Component 2: Strengthening staff capacity of all involved institutions regarding blood, tissues and cells 

2.1. Capacity of CA inspectors regarding the process of licensing and inspection enhanced.

2.2. Capacity of Blood, Tissues and Cells and ART Establishments’ staff enhanced through targeted training.

2.3. Croatian Institute for Transfusion Medicine (CITM) and Clinical Hospital Centre “Zagreb” (CHCZ) prepared for upgrading as referral centers.

	· Existing legislation and enforcement procedures regarding blood, tissues and cells assessed.

· Comprehensive Assessment Report with recommendations regarding Act on blood and blood components and by-laws prepared.

· Comprehensive Assessment Report with recommendations regarding the Blood Policy and Plan of reorganization of transfusion medicine prepared.

· Comprehensive Assessment Report with recommendations regarding Act on transplantation and by-laws prepared.

· Comprehensive Assessment Report with recommendations regarding Act on medical fertilization and by-laws prepared.

· Licensing and inspection draft guidelines for the CA prepared.

· Drafts of Standard operating procedures (SOPs) for licensing and inspection for the CA prepared.

· Administrative procedures related to licensing and inspection process for the Blood Establishments prepared.

· Administrative procedures related to licensing and inspection process for the Tissue and Cells Establishments prepared.

· Administrative procedures related to licensing and inspection process for the ART Establishments prepared.

· Reporting system regarding blood transfusion developed.

· Reporting system regarding tissues and cells transplantation developed.

· Reporting system regarding medical fertilization developed.

· Current situation regarding practices and relevant documentation concerning hemovigilance in all Blood Establishments assessed and comprehensive Assessment Report with recommendations prepared.

· Current situation regarding practices and relevant documentation concerning biovigilance in all Tissues and Cells Establishments assessed and comprehensive Assessment Report with recommendations prepared.

· Current situation regarding practices and relevant documentation concerning biovigilance in all ART Establishments assessed and comprehensive Assessment Report with recommendations prepared.

· Guidelines for haemovigilance for Blood establishments designed. 

· SOPs for haemovigilance for Blood establishments designed including communication protocols with the Rapid alert protocol.

· Guidelines for biovigilance for Tissues and Cells establishments designed.

·  SOPs for biovigilance for Tissues and Cells establishments designed including communication protocols with the Rapid alert protocol.

· Guidelines for biovigilance for ART establishments designed. 

· SOPs for biovigilance for ART establishments designed including communication protocols with the Rapid alert protocol.

· Biovigilance system databases development needs analyzed and comprehensive Analysis Report with guidelines for the design of biovigilance (haemo, tissues and cells, ART) system database prepared. 

· Current situation in the Croatian blood establishments (including facilities, equipment, personnel and quality management system), common coding system and traceability assessed. Assessment report with detailed list of recommendation for the improvement prepared. 

· Current situation regarding the overall Croatian tissue and cells and ART banking (including facilities, equipment, personnel and quality management system), common coding system and traceability assessed. Assessment report with detailed list of recommendations for the improvement prepared.

· Measures for raising awareness on tissues and cells donation and improving current tissue donation practice designed.

· Guidelines and SOPs for export/import of blood and blood products developed.

· Guidelines and SOPs for export/import of tissues and cells developed.

· Draft Guidelines on quality and safety of human tissues and cells transplantation according to the Directive 2004/23/EC developed.

· Draft Guidelines on quality and safety of reproductive tissues and cells according to the Directive 2004/23/EC developed.

· Draft Guidelines on quality and safety of human blood and blood products according to the Directive 2002/98/EC and the “Guide to the preparation, use and quality assurance on blood components“ issued by European Directorate for the Quality of Medicines & Health Care developed.

· Draft Guidelines on Quality Management System in Blood Establishments with Quality Indicator List developed. 

· Draft Guidelines on Quality Management System in Tissues and Cells Establishments, with Quality Indicator List developed.

· Draft Guidelines on Quality Management System in ART Establishments with Quality Indicator List developed. 

· Current Financing model of transfusion medicine system reviewed.

· Comprehensive Review Report with recommendations on best financial practice for transfusion medicine system prepared.

· Current Financing model of tissues and cells, including the ART banking system reviewed.

· Comprehensive Review Report with recommendations on best financial practice for tissues and cells, including the ART banking system prepared.

· The needs for project continuation and future projects for development, enhancement and restructuring of organs, blood, tissues and cells transplantation programme assessed.

· Assessment report with recommendations for future projects for organs, blood, tissues and cells transplantation programme development, enhancement and restructuring prepared.

· Training needs analysis conducted and long term training programme for the CA inspectors designed.

· Training materials prepared.

· Training for 6 CA representatives organized and conducted through workshops .

· 1 study tour in EU MS Competent Authority for Blood, Tissues and Cells for up to 5 CA representatives in duration of minimum 5 days, conducted; report on the findings of the study tour prepared.

· 3 study tours in EU MS of 3 days each for CA representatives conducted:, one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons); report on the findings of the study tours prepared. 

· Training needs analysis conducted and long term training programme for the Blood, Tissues and Cells and ART Establishments’ staff designed.

· Training materials prepared.

· Training for 15 Tissues Establishments’ representatives and 4 inspectors organized and conducted through workshops.

· Training for 15 Blood Establishments’ representatives and 4 inspectors organized and conducted through workshops.

· Training for 10 ART Establishments’ representatives and 4 inspectors organized and conducted through workshops.

· 2 study tours in duration of 3 days each for Tissues, Cells and ART Establishments’ staff organized and conducted: one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons); report on the findings of the study tours prepared.
· Training needs analyzed and training materials including the application documentation for Good Tissue Practice reference centre for CHCZ’s Cord Blood Bank prepared.

· Training on reference centre application process for 3 CHCZ staff members conducted.
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	· Government commitment and support.

· Good coordination and real-time information transfer from all blood establishment and blood users.

· Adequate funding for the project.



	Activities
	Means
	Specification of costs
	Assumptions 

	Component 1: Development of procedures for strengthening the institutional capacity for blood, tissues and cells of all institutions involved

1.1.1. Assessing the existing legislation and enforcement procedures regarding blood, tissues and cells. 

1.1.2. Preparation of the comprehensive Assessment Report regarding Act on blood and blood components and by-laws which should include extensive recommendations for the enforcement and possible amendments.

1.1.3. Preparation of the comprehensive Assessment Report regarding the Blood Policy and Plan of reorganization of transfusion medicine which should include extensive recommendations for the enforcement and possible amendments.

 1.1.4. Preparation of the comprehensive Assessment Report regarding Act on transplantation and by-laws which should include extensive recommendations for the enforcement and possible amendments.

1.1.5. Preparation of the comprehensive Assessment Report regarding Act on medical fertilization and by-laws which should include extensive recommendations for the enforcement and possible amendments.

1.2.1. Preparation of the licensing and inspection draft guidelines for the CA.

 1.2.2. Preparation of the drafts of Standard operating procedures for licensing and inspection for the CA. 

The Guidelines and the SOPs for the CA should comprise: 

•initial application forms, 

•document check list, 

•inspection check list, 

•format for inspection,

•inspectors report and other documentary tools. 

The Guidelines and SOPs should be based on the EU regulations and the best practices, and in concordance with Croatian legislation. The Guidelines and SOPs should be foundation for National guidelines and Standard operating procedures for licensing and inspection of blood, tissue and cells and assisted reproductive technology establishments that will be designed after the project ends.

1.2.3. Preparation of administrative procedures related to licensing and inspection process for the Blood Establishments. Administrative procedures for the Blood Establishments should comprise: 

•guidelines for inspection, 

•application forms,

•documents check list: personnel, equipment, infrastructure and quality system                 

•requirements,

•standard operating procedures.

The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.

1.2.4. Preparation of administrative procedures related to licensing and inspection process for the Tissues and Cells Establishments. Administrative procedures for the Tissues and Cells Establishments should comprise:

•guidelines for inspection, 

•application forms,

•documents check list: personnel, equipment, infrastructure and quality system,                 

•requirements,

•standard operating procedures.

The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.

1.2.5. Preparation of administrative procedures related to licensing and inspection process for the ART Establishments.

Administrative procedures for the ART Establishments should comprise: 

•guidelines for inspection, 

•application forms,

•documents check list: personnel, equipment, infrastructure and quality system                 

•requirements,

•standard operating procedures.

The administrative procedures should be based on the EU regulations and the best practices, and in concordance with Croatian legislation.

1.2.6. Preparation of the reporting system regarding blood transfusion.

Reporting system should provide tools for statistical analysis and evaluation of transfusion services’ efficiency in economical, organizational and expert aspect.

Reporting systems should comprise: 

•data, 

•forms, 

•modality, 

•and network subjects with their relations.

The reporting system should be based on the EU regulations and the best practices and in concordance with the Croatian legislation.

1.2.7. Preparation of the reporting system regarding tissues and cells transplantation.

Reporting system should provide tools for statistical analysis and evaluation of tissues and cells transplantation services’ efficiency in economical, organizational and expert aspect.

Reporting system should comprise: 

•data, 

•forms, 

•modality, 

•and network subjects with their relations.

The reporting systems should be based on the EU regulations and the best practices and in concordance with the Croatian legislation.

1.2.8. Preparation of the reporting system regarding medical fertilization.

Reporting system should provide tools for statistical analysis and evaluation of medical fertilization services’ efficiency in economical, organizational and expert aspect.

Reporting systems should comprise: 

•data, 

•forms, 

•modality, 

•and network subjects with their relations.

The reporting system should be based on the EU regulations and the best practices and in concordance with the Croatian legislation. 

1.3.1. Conducting assessment of the current situation regarding practices and relevant documentation concerning hemovigilance in all Blood Establishments and preparation of the comprehensive Assessment Report with recommendations. 

1.3.2. Conducting assessment of the current situation regarding practices and relevant documentation concerning biovigilance in all Tissues and Cells Establishments and preparation of the comprehensive Assessment Report with recommendations. 

1.3.3. Conducting assessment of the current situation regarding practices and relevant documentation concerning biovigilance in all ART Establishments and preparation of the comprehensive Assessment Report with recommendations.

1.3.4. Based on the outputs of the activity 1.3.1., designing the Guidelines for haemovigilance for Blood establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.5. Based on the outputs of the activities 1.3.1. and 1.3.4., designing SOPs for haemovigilance for Blood establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.6. Based on the outputs of the activity 1.3.2., designing Guidelines for biovigilance for Tissues and Cells establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.7. Based on the outputs of the activities 1.3.2. and 1.3.6., designing SOPs for biovigilance for Tissues and Cells establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.8. Based on the outputs of the activity 1.3.3., designing Guidelines for biovigilance for ART establishments. The Guidelines should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.9. Based on the outputs of the activities 1.3.3. and 1.3.8, designing SOPs for biovigilance for ART establishments. The SOPs should include communication protocols with the Rapid alert protocol. The SOPs should be in concordance with the EU regulations and best practices and in concordance with the Croatian legislation.

1.3.10. Analyzing the biovigilance system databases development needs and preparation of the comprehensive Analysis Report with guidelines for the design of biovigilance (haemo, tissues and cells, ART) system database.

1.4.1. Conducting assessment of the current situation in the Croatian blood establishments (including facilities, equipment, personnel and quality management system), common coding system and traceability; preparation of the corresponding Assessment report with detailed list of recommendations for improvement. 
1.4.2 Conducting assessment of the current situation regarding the overall Croatian tissue and cells and ART banking. The assessment should include: facilities, equipment, personnel and quality management system, common coding system and traceability; preparation of the corresponding Assessment report with detailed list of recommendations for improvement.

1.4.3. Designing measures for raising awareness on tissues and cells donation and improving current tissue donation practice.

1.4.4. Designing Guidelines and SOPs for export/import of blood and blood products.

1.4.5. Designing Guidelines and SOPs for export/import of tissues and cells.

1.4.6. Designing draft Guidelines on quality and safety of human tissues and cells transplantation according to the Directive 2004/23/EC.

1.4.7. Designing draft Guidelines on quality and safety of reproductive tissues and cells according to the Directive 2004/23/EC.

1.4.8. Designing draft Guidelines on quality and safety of human blood and blood products according to the Directive 2002/98/EC and the “Guide to the preparation, use and quality assurance on blood components“ issued by European Directorate for the Quality of Medicines & Health Care.

1.4.9. Designing draft Guidelines on Quality Management System in Blood Establishments, with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).

1.4.10. Designing draft Guidelines on Quality Management System in Tissues and Cells Establishments with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).

 1.4.11. Designing draft Guidelines on Quality Management System in ART Establishments, with Quality Indicator List. The Guidelines should cover all the basic elements of quality system including: practical implementation of quality systems, quality assurance, and maintenance of SOPs (AUDIT TRAIL).

1.5.1. Conducting review of the current financing model of transfusion medicine system and preparation of the comprehensive Review Report with recommendations on best financial practice for transfusion medicine system. 

1.5.2. Conducting review of the current financing model of tissues and cells, including the ART banking system and preparation of the comprehensive Review Report with recommendations on best financial practice for tissues and cells, including the ART banking system.

1.6.1. Conducting assessment of the needs for development, enhancement and restructuring of organs, blood, tissues and cells transplantation programme.

1.6.2. Preparation of the Assessment report with recommendations for future projects for organs, blood, tissues and cells transplantation programme development, enhancement and restructuring.

Component 2: Strengthening staff capacity of all involved institutions regarding blood, tissues and cells

2.1.1. Conducting training needs analysis and designing long term training programme for the CA inspectors.

2.1.2. Preparation of training materials based on the developed training programme. 

2.1.3. Organizing and conducting training.

The training group will be made of 6 CA representatives. Training should be conducted through workshops, in Zagreb, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures regarding blood, tissues and cells legislation.

2.1.4. Conducting 1 study tour in EU MS Competent Authority for Blood, Tissues and Cells for 5 CA representatives in duration of 5 days. The purpose of the study tour will be gaining close perspective in licensing and inspection procedures from the MS CA’s point of view.

2.1.5. Conducting 3 study tours in EU MS of 3 days each for CA representatives: one study tour to a MS Blood Establishment (4 persons), one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons). The purpose of the study tours will be gaining close perspective in licensing and inspection procedures from the MS Establishment’s point of view.

2.2.1. Conducting training needs analysis and designing long term training programme for the Blood, Tissues and Cells and ART Establishment’s staff.

2.2.2. Preparation of training materials based on the developed training programme. 

2.2.3. Organizing and conducting training. The training will be organized for all three groups of professionals (Blood, Tissues and Cells and ART staff) with the participation of MHSW inspectors.

Group A:

This group will be made of 15 Tissues Establishments representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding tissues and cells services.

Group B:

  This group will be made of 15 Blood Establisments’ representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, Split and Rijeka, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding blood services.

Group C:

This group will be made of 10 ART representatives and 4 Health and Blood, Tissue and Cells inspectors. Training should be conducted through workshops, in Zagreb, Split and Rijeka, with emphasis on practical exercises, case studies and site visits to different locations, which should provide trainees with practical experience, desirable structure and level of efficiency in related matters, and knowledge of optimal procedures, methods and technology regarding medical fertilization.

2.2.4. Conducting 2 study tours in duration of 3 days each in EU MS for Tissues and Cells Establishments, and ART Establishments staff: one study tour to a MS Tissues and Cells Establishment (4 persons) and one to a MS ART Establishment (4 persons). 

2.3.1. Conducting training needs analysis for Clinical Hospital Centre “Zagreb” staff and preparation of training materials including the application documentation for Good Tissue Practice reference centre for Clinical Hospital Centre “Zagreb”’s Cord Blood Bank. Application documentation should identify specific Good Tissue Practice requirements that represent effective systems, procedures and practices ensuring that human cells and cellular-based products are procured, tested and processed in a manner that prevents the introduction or transmission of communicable disease while providing cells that have medical utility for recipients. 

2.3.2. Conducting training on reference centre application process for Clinical Hospital Centre “Zagreb”’s staff. 

This group will be made of 3 CHCZ’s representatives. Training should be conducted through workshop, in Zagreb, with emphasis on practical usage of application documentation.
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	€ 1 000 000


	· Good co-operation with Twinning team

· Allocated and committed staff



	
	Preconditions:
The contracting of this twinning component will be finalized upon the adoption of the Changes and the amendments of the Act on blood and blood components (OG 79/2006). The proposed changes in the Act on blood and blood components will amend the Act to align roles and activities of blood competent authority, and blood establishments versus hospital blood banks, with EU blood directives’ provisions.




Annex 2. Detailed implementation chart
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T – Call for proposals and evaluation

C – Contracting

A/I – Arrival of the RTA/ Start of the implementation of activities

I – Implementation of activities

R – Report

Annex 3. Contracting  and  disbursement  schedule  by  quarter  for  full  duration  of  programme  (including disbursement period)

	Strengthening the Institutional Capacity for Blood, Tissues and Cells
	Cumulative contracting schedule by quarters in EUR (provisional)

	
	2012

	
	I
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	III
	IV
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	TOTAL (EUR):
	
	
	
	


	Strengthening the Institutional Capacity for Blood, Tissues and Cells

	
	2012
	2013

	
	I
	II
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	TOTAL (EUR):
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Annex 4. List of relevant Laws and Regulations


· Act on blood and blood components OG 79/2006 (EU Directive 2002/98)

· Ordinance on certain technical requirements for blood and blood components (OG 80/2007; EU Directive 2004/33)

· Ordinance on the quality assurance of blood and blood products in authorised healthcare institutions (OG 80/2007 (EU Directive 2005/62); OG 18/2009)
· Ordinance on the system of the traceability of blood components and the monitoring of serious adverse events and serious adverse reactions (OG 63/2007 (EU Directive 2005/61); OG 18/2009)
· Changes and amendments of basic health care network; The basic network of blood transfusion service for blood and blood components (OG 115/2007)
· Ordinance on requirements regarding space, expert workers and medical/technical equipment, necessary for performing the service of planning, collecting and testing blood and for producing, storage, distribution and issuing blood preparations (OG 41/10)
· Act on Explanation and Transplantation of Parts of the Human Body for Therapeutic Purposes (OG 177/2004; OG 45/09)

· Ordinance on requirements regarding space, expert workers and medical/technical equipment, quality system and other conditions necessary for  procurement, storiage and transplantation of tissues (OG 74/09)

· Ordinance on measures to assure the safety and quality of parts of the human body for medical use (OG 143/2005)

· Ordinance on allocation procedure for allogenic unrelated haematopoietic stem cells and the operation of the register of potential bone marrow donors (OG 151/2005)

· Ordinance on method of co-operation with related foreign and international organisations in order to exchange organs or tissues for transplantation (OG 141/2005) 

· Ordinance on method of filing medical documents on performed explanations and transplantations of parts of the human body (OG 152/2005) 

· Ordinance on storage and transportation of parts of the human body intended for transplantation (OG 152/2005) 

· Ordinance on work and supervision of health establishments or parts thereof with tissue banks (OG 2/2005) 

· Ordinance on criteria for the allocation of parts of the human body and the method of keeping the national waiting list (OG 152/2005) 

· Ordinance on the reporting procedure of the death of person eligible as donors of parts of the human body for therapeutically oriented transplantation (OG 152/2005)

· Ordinance on procedure for collection, storage and use of haematopoetic stem cells (OG 59/2008)

· Act on Medical Fertilization (OG 88/09; OG 137/09)

· Ordinance on reproductive cells donors assessment procedures and criteria and reproductive cells reception and storage procedures (OG 110/09)

· Ordinance on requirements regarding space, expert workers and medical/technical equipment, quality system and other conditions necessary for medical fertilization procedures (OG 110/09)

· Ordinance on procedure and criteria of reproductive cells donor assessment and procedure of  reception and storage of reproductive cells (OG 110/09)

· Ordinance on spouse/extramarital spouse consent on reproductive cells donation procedure  (OG 110/09)

· Ordinance on spouse/extramarital spouse consent  procedure for medical fertilization (OG 110/09)

· Ordinance on consent for procuring, preservation and storage of spermatocytes and oocytes (OG 110/09)

· Ordinance on validation form for destruction of reproductive cells after donors consent withdrawal (OG 127/09)

· Ordinance on consent permission and identification of reproductive cells donor (OG 110/09)
· Amendment of the Ordinance on requirements regarding space, expert workers and medical/technical equipment, quality system and other conditions necessary for medical fertilization procedures (OG 38/10)
· Ordinance on National Registry on Medical Fertilization and unique identification number assignment (OG 33/10)
· Ordinance on content and form of the report template on number and type of medical fertilization procedures completed, their success rate and on stored reproductive cells (OG 33/10)
· Regulation on internal organization of the Ministry of Health and Social Welfare, adopted on 29 December 2008 by the Government of the Republic Croatia (OG 02/2009)

·  (EC) Assessment mission of services related to blood, tissues and cells in Croatia, held on 02-06 June 2008, Mission report

· Plan of activities necessary for the transposition and implementation of the aquis communitarian in the area of protection of health, Ministry of Health and Social welfare, Chapter 28 - Consumer and Health Protection , Zagreb, July 2008

· Commission Directive 2004/23/EC on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells

· Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards certain technical requirements for the donation, procurement and testing of human tissues and cells 

· Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards traceability requirements, notification of serious adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells 
· Commission Directive 2002/98/EC of the European Parliament and of the Council of 7 January 2003 setting standards of quality and safety for the collection, testing, processing, storage and distribution of human blood and blood components and amending Directive 2001/83/EC

· Commission Directive 2004/33/EC of 22 March 2004 implementing Directive 2002/98/EC of the European Parliament and of the Council as regards certain technical requirements for blood and blood components 

· Commission Directive 2005/61/EC of 30 September 2005 implementing Directive 2002/98/EC of the European Parliament and of the Council as regards traceability requirements and notification of serious adverse reactions and events 

· Commission Directive 2005/62/EC of 30 September 2005 implementing Directive 2002/98/EC of the European Parliament and of the Council as regards Community standards and specifications relating to a quality system for blood establishments.
Figure 3. Plan of Reorganization of transfusion service











1 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:042:0051:0062:EN:PDF





� http://www.mvpei.hr/ei/download/2001/08/02/SAACouncilProposal.pdf


� http://www.un.org/en/documents/udhr/index.shtml


�http://www.mvpei.hr/ei/download/2010/03/16/Program_of_the_Government_of_the_Republic_of_Croatia_for_assumption_and_implementation_of_the_acquis_communautaire.PDF





� http://ec.europa.eu/enlargement/pdf/key_documents/2009/hr_rapport_2009_en.pdf





� The changes and the amendments of the Act on blood and blood components are still waiting final verification of the legislation alignment by DG SANCO


� The changes and the amendments of the Act on blood and blood components are still waiting final verification of the legislation alignment by DG SANCO
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