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The report under consideration aims at describing the present situation in Moldova in terms of auditing, inspection, authorization and accreditation in the field of donation and transplantation of organs with a view to contribute to improvement of health organizations and care policies in the above-mentioned fields of activity. 

Mission Objectives
I. To describe the present situation of the Moldovan system for auditing, inspection, authorization and accreditation in the field of transplantation.  
II. To assess the conformity between the Moldovan and the European legislation in this field. 
III. To make recommendations for improvement of the system, aiming at the development of  an harmonized legislation in the field of transplantation 
Summary
1) Background
2) Analysis of the situation
3) The specific situation of medical care activities in the field of reproduction 
4) Recommendations
5) Conclusions
Background
The Ministry of Health has an ambitious project for enhancing its policy in the field of transplantation.
At present, a range of dynamic international collaboration actions are undertaken jointly with the agencies of neighbouring countries and of the Western European countries. 
There is already a certain experience in this field: 
· during the period 1982 – 1999, was practiced the transplantation of organs procured immediately after the donor’s heart arrest 
· during the period 1999 – 2003, was performed the procurement of organs from donors in brain death.

It is also worth mentioning the collaboration between the competent authorities and the Orthodox Church in terms of population’s perception and acceptance.  
At present, together with the Ministry of Justice, are undertaken joint activities focused on penal responsibility in terms of maintenance after the diagnosis of brain death (which is not assimilated with « biological » death). 
Aiming at strengthening and promoting the transplant of organs, tissues and cells, the major goal of the Transplant Agency of Moldova in 2013 was the sensitization of medical and public opinion. 
Analysis of the Situation
Law no. 42 of 6th of March 2008 on the procurement and transplantation of human organs, tissues and cells sets the following basic principles: general provisions, organization of the activity in the field of transplantation; ways of authorization of the activities of procurement and transplant of human organs, tissues and cells; prerequisites for procurement of human organs, tissues and cells from deceased and living donors; functions of the independent endorsement board; donor selection and storage of tissues and cells; traceability, vigilance; interdiction of profit-making; donor protection; financing; legal responsibility. 

The competent authority was set up in May 2010 through the establishment of the Transplant Agency of Moldova (TAM). TAM, as a legal entity, has its own legal status and is under the supervision of the Ministry of Health.
There is a National Transplant Programme for 2012-2016 and a number of clinical protocols were developed at the national level (the Protocol on cornea transplantation of 2013, the Protocol defining the brain death of 2013).

Since the year 2010, a range of regulatory papers were drafted to clarify and strength the regulatory framework related to the transplant (a number of Government Decrees and Ordinances of the Ministry of Health).

The needs of public health have been identified and formulated, the demand of the Moldovan population being recognized by the authorities:

· Now, according to sources from the Ministry of Health, approximately 700-800 patients of Moldova need an organ transplant (kidney, liver or heart). 
· In the total number of 470 dialysis patients, 200 need a renal transplantation.
· Nearly 300 patients are diagnosed with liver failure. 
· 200 people need a heart transplant.
The care of the patients (before, during and after the transplant) is done in authorized hospitals and within the national network of medical services.   
In general, the team in charge of coordination of the procurement in an authorized hospital is in charge of organizing the procurement and the transport of the grafts to the hospital or to the recipients, jointly with the teams to which the TAM assigned the grafts. In addition to it, tissue procurement is also performed.
The consent is obtained by the transplant team. Getting the family consent for the deceased people is more difficult and it generates ethical problems.    

The waiting list of patients and of the living donors is managed by the TAM.  
At present, the existing structures and the supply of medical services are being developed:

· Following the recommendations of the TAM, the Ministry of Health has authorized seven medical institutions in 2011, four in 2012 and three in 2013. 

· In 2013: 10 sanitary institutions authorized to perform organ transplant and 7 (to be confirmed by the TAM) to perform organ procurement.

· Now, the procurement and the preservation of organs for transplantation are exclusively performed by the medical institutions authorized by the Ministry of Health, upon the proposal of the TAM.   

· In 2013, three liver transplantations have been performed at the Clinical Republican Hospital. The surgical interventions were conducted by a medical-surgical team from Moldova, in collaboration with a team of Romanian doctors.     
· In 2013, six kidney transplantations from living donors have been successfully performed.
· In 2013, was issued the authorization for the Bank of tissues.
A system of organization has been set up:

· The processes of defining the missions, organizing the activities of the TAM and allocating the resources (material, financial, documentary, human) are under way.
· TAM shall make programming, help develop programmes, keep the registry of transplants (the Database of Registers of Moldova is being developed, etc.) 

· TAM completed in 2013 the draft amendments to the Law no. 42 of March 2008 and submitted to the Government the final draft. At present, the amended draft is under examination by the Parliament of the Republic of Moldova. 
· The accreditation is performed by the National Council for Assessment and Accreditation (inspired from the French system HAS (Haute Autorité de Santé – the French National Authority for Health) )
· In 2011, was set up the register of patients who need a dialysis. 

· In 2012, 8 medical coordinators have been appointed.
· The „Transplant” information system is being developed. 
· There are control procedures based on the exhaustive check of the required equipment, as well as of doctor competencies and expertise. 

· The teams are motivated. A range of works aimed at enhancing the tools and the totality of intended activities are being conducted at present. 

Considerable cost compared to the GDP of Moldova:
· The estimated cost of the kidney transplantation is 450 000 lei, and the estimated cost of a liver transplantation is 1,2 million lei.
· The Government sets the maximal number of State-funded transplants. According to the Ministry of Health, 22 kidney transplants and 10 liver transplants are scheduled for the year 2014.
· The TAM is financed from the State budget. The cost of surgical interventions for the insured persons is covered by the National Health Insurance Company.   
A growing need for training the professionals:

· A continuing training programme approved by the Ministry of Health. 
· The personnel of the institutions who are directly involved in the respective activities partially holds the required qualifications for performing the tasks and needs to upgrade the level of training:
· In 2012, 13 doctors have been provided training in the field of transplantation. 
· In accordance with the Activity Plan of the TAM, 4 people (2 in 2012 and 2 in 2013) have been provided continuing training courses in the field of public health at State University of Medicine and Pharmacy (USMF« Nicolae Testemițeanu»).
· A pressing problem identified by the TAM: the need for training in the field of ambulatory urology (Surgery profile) and strategic management.
The institutional framework in the field of public health consists of the following institutions:

· The Ministry of Health – the central government body in charge of health.  

· The State Service for Public Health Surveillance – which is the State authority entrusted with the competence to supervise the public health in the country.
In accordance with the legislation of the Republic of Moldova (Decree of Government of the Republic Moldova no. 384 of 12.05.2010), at the territorial level, the State Service for Public Health Surveillance ensures the coordination and the implementation of public health activities by the means of Public Health Councils (territorial bodies which are set up and operate following a regulation approved by the Ministry of Health).  

This service represents a single centralized system led by the Chief State Sanitary Doctor of the Republic of Moldova who is also the deputy minister of health. 
At present, the system includes two hierarchical levels: 
· the first level is represented by the Ministry of Health and its directorates, 
· the second level is represented by the National Centre for Public Health, the Centres for Public Health Performance  
· and the territorial public health centres.  

The Chief State Sanitary Doctor of a territory and his/her deputies perform the State supervision of public health in the respective administrative territory.  

The National Centre sets the basis for public health policy and strategies, drafts sanitary regulations and methodologies, organizes research and expertise activities using high technologies, alongside with other public health activities.  

The Centres for Public Health Performance are set up within the territorial public health centres by the Ministry of Health (extended capacity and competencies in the field of State surveillance of public health).
About the authorization of an institution for a transplant and/or procurement activity   

· The authorization of an institution for a transplant and/or procurement is issued by the Ministry of Health, after endorsement by the Transplant Agency of Moldova. 
· The criteria for authorization of institutions are established and approved by the Ministry of Health.  
· The criteria for authorization of the Bank of human tissues and cells have been established by an Ordinance of the Ministry of Health of the Republic of Moldova, in accordance with 2006/86/EC. 
· The major criteria for authorization take into account: the competences of human resources, the premises, the availability of the required equipment and materials, the information system, the system of vigilance. 

· The TAM receives the requests for authorization and assesses the institutions which are subject to the process of authorization, depending on the requested activity (procurement and/or transplant), from the perspective of the above-mentioned criteria. 
· Inspecting the activity (regulatory compliance with the authorization file, good practices), risk analysis and management are performed jointly by one or several representatives of the TAM and one or several representatives of the ministry, if necessary: 
· The issues related to sanitary safety are preliminarily controlled by the territorial bodies of the State Service for Public Health Surveillance. 

· The TAM recommends corrective measures and the authorized institution implements those measures (example: authorizations might be issued for a six-month period for the institutions which partly fulfil the authorization criteria). 

About the inspection and control of an institution for authorization of a transplant and / or procurement activity 
· The TAM has the mission to establish and maintain a system of evaluation and control of all donation and transplant activities. 

· The TAM plans and conducts inspections at least once a year and when required.

· The TAM develops its inspection missions within a global quality demarche in order to ensure ...  scopul de a favoriza întreținerea utilizatorilor in the most operational way. In the same time, to keep the dynamics of the launched demarche in relation with the institutions, its control operations need to be naturally reiterated at times. 
· Each inspection shall be followed by drafting an inspection report which includes adjustment criteria. In general, the TAM points out the measures needed to improve the situation and/or the guidelines which need to be integrated within a fixed term:
· The « evaluators » check if the authorized institutions maintain and/or correct the authorization criteria and the deficiencies revealed during the assessment conducted before the authorization. 

· The members of the TAM’s medical team who take part in the inspection sign the « inspection report » as « evaluators ». 
· The Ministry’s decisions taken after an inspection procedure are subject to systematic monitoring and a second distance inspection might be conducted (after 6 months – 1 year) intended to check if the dysfunctions identified during the first inspection have been removed. 
· The suspension of the controlled activity or service is rarely undertaken. In such cases, a monitoring of the respective structure is conducted in order to supervise if the guidelines and the recommendations are properly followed. 
· The TAM checks the conditions for authorization of the institutions:

· The TAM’s « evaluators» check the competences, the conditions for organization and operation, from the perspective of the national good practices. 
· In fact, the TAM usually recommends corrective measures, if needed, and gives guidelines or recommendations; but the reality seems to be rather rudimentary, and, despite the non-fulfilment of the criteria (hygiene and sanitary safety, qualification of specialists, deficient system of bio-vigilance), the authorizations are not withdrawn.   
· A particular attention should be paid to transport containers, being necessary to describe the procedures for their cleaning and the ways how the grafts shall be packed and how the preservation fluids shall be used.   

· In general, the available data (reports on the inspections conducted by the TAM) have not revealed: 
·  the control of the compliance between the personnel, the premises, the equipment and the materials with the activity subject to reporting;
· the check of the quality of ... verificarea calității întreținerii, în special pentru dosarele medicale de la prise en charge, particularly, for the medical records;
· the assessment of the recurrence of incidents and side effects: there is need for evaluating the signals about the existence at national level of serious undesirable events or sau sentinelles (quality, time-limit) and encouraging a better preventive attitude through bio-vigilance;
· the check of crisis management procedures in the institutions;  
· the availability of papers on yearly evaluation of activities by authorized institution. 

A number of deficiencies still persist at various levels: 
· In general, the equipment and the technical endowment of premises do not meet the European standards yet. 

· The Transplant Agency of Moldova operates as a bureaucratic centralized institution. The working conditions for the first-line stakeholders are difficult.
· The remuneration of the medical and paramedical staff is unsatisfactory. 
· The application of European regulations is not sufficient. A particular important issue to be tackled is the technical and financial capacity needed in order to enforce the legal provisions.   
· There are deficiencies in terms of tools available for the inspection corps. 
· There is no institutional implementation of various national protocols (example: transplant proposal made to a patient by the proximity transplant centre/specialist). 

· There is still some confusion, at the methodological level, in relation with the concepts of audit, inspection and control.
· The control of institutions is conducted by a joint team of the Ministry of Health and of the TAM, and the reports are usually signed jointly. For such controls, the inspector is not explicitly empowered in written by the competent authority.    
· As far as sanitary safety is concerned, the Public Health Directorate issues a preliminary announcement.
All these guarantees shall be confirmed at all levels of intervention: within the TAM, the Ministry of Health and the authorized institutions.
The specific situation of medical care activities in the field of reproduction 
The legal framework regulating these activities is not clear enough. The Law no. 42 of 6th of March 2008 does not regulate explicitly the transplant of reproductive cells. 

The Ministry of Health does not display a coherent position in relation with this subject. 
According to the analysed data, «medically assisted reproduction» (MAR) activities are conducted exclusively in private institutions.
The quality norms, if they exist, have not been submitted to the experts during their mission. 
The authorizations issued to institutions have not been checked.
No adapted inspection and control measures are undertaken.  
There are no vigilance or traceability procedures in this field. There is no quality management system.
The specialists I met oppose to the integration of MAR activities within the TAM’s field of competences.
· Anyhow, such an approach would require the considerable strengthening of the Agency’s staff.  
Recommendations
1. Further strengthening of the institutional and legal frameworks. 
2. Enhancing the total inspection capacity of the TAM’s human resources in order to enable them conduct regular controls in authorized institutions. 
3. Elucidating the roles and the links between the TAM, the Ministry of Health / the inspected institutions: 
a. coordination, supervision, regulation by the TAM of the provisions related to transplant activities; 
b. inspection and control measures conducted by the control structures from the public health system (the State Service for Public Health Surveillance);  
c. suspension or abrogation of the authorization, as well as of the accreditation shall be done upon the proposal of control structures from the public health sector which are under the supervision of the Ministry of Health;   

d. a particular attention shall be paid to managing the risks of conflicts of interests between the team of inspectors and specialists or inspected institutions;  

e. mutualisation of the procurement of intra-abdominal organs shall be developed (liver, kidney) with the aim to facilitate the activity of these costly and complex organizations. 

4. Strengthening the inspection and control tools based on best practice recommendations of the EU member-states (see the EUSTITE Project):
a. Improving the quality of the procedures before, during and post-inspection: 
i. A representative number of medical records shall be examined in order to guarantee the enforcement of safety and quality norms (checking about 10 randomly selected medical records per centre); 
ii. Joint audits with the involvement of member-states might be conducted in order to reach the required level of expertise for conducting inspections (focussed on organizational issues related to the personnel, responsibilities, structure, equipment materials, authorizations, conventions, documents, data bases, donor selection, procurement, proceedings, traceability, system of vigilance, etc.);
iii. Establishing the criteria for programming and prioritizing the inspections (example: criteria based on risk assessment, related to the identified indicators).
b. Improving the quality of the inspection reports: there will be need for checking the technical requirements, for identifying the major difficulties, for defining the essence and the severity of failures, for verifying if each authorized institution achieves the established objectives, taking into account the good practices and analysing the risks (bio-vigilance):
i. proposing samples of a file for the preparation procedure, for the inspection report on a Bank of tissues, a template inspection report, a template authorization decision …
c. Ensuring the transparency in terms of the system’s performance. Identifying at least the performance indicators, comparing the conclusions of the inspections at times.
5. Enhancing the knowledge, the competences, the practice of specialists:
a. Strengthening the qualification and training of the personnel:
i. An analysis of the training needs of the personnel in charge of inspecting shall be conducted in order to enable the inspectors perform the inspection in accordance with the procedures established by the competent authority. 
ii. In order to enable the inspectors to follow the technical and legal changes, they should be provided training on the following issues: general principles of transplantation, basic knowledge about the proceedings and the equipment, basic regulations applicable to medical devices, pharmaceutical legislation, hygiene, risk management, vigilance and epidemiological surveillance.
iii. Upgrading the knowledge on risk assessment and quality management. 

b. Building practical tools, technical support for orientation and information of the inspectors:
i. Developing a guide for specialists with practical European examples about the enforcement of the legislation.

ii. Developing training manuals and references. 
iii. Developing the grids of a self-evaluation manual for the transplant teams which might include questions about the management, the premises and the equipment, training and research, organization of the transplant process, quality and risk management. 
6. Strengthening the communication and collaboration among the institutions. 
Conclusions
The political and financial commitment of the Government is essential for the development of this programme in an operational way.  

The good operation of the system of authorization, inspection and control is a prerequisite for the implementation of quality and safety norms related to human organs for transplant and such a system requires support, capacity and competence building (qualification, training of the inspectors). 

As a whole, the transposition of quality and safety norms of the directive 2004/23/ EC of 31st of March 2004 into the regulations and good practice of Moldova is satisfactory. The largest share of national provisions comply with the European provisions. Nevertheless, a number of persistent problems still need to be solved. 

Sustained endeavours should be undertaken in order to raise the responsibility and to involve the first-line stakeholders (procurement and transplant specialists). 
First, it is necessary to set up an efficient multi-lateral framework in terms of safety of medical services in order to guarantee a high degree of protection of public health.     
An indispensable precondition for the development of the transplant tools is the global consolidation of the safety and access to medical services, removing the existing discrepancies. 
It is also important to establish a system for quality management in institutions.

In addition to it, it is necessary to provide the inspection corps with new tools in order to strengthen the effectiveness of the law. 
Second, the training and financing needs should also be taken into consideration. 
The respective roles and the coordination between the ministry and the TAM should also be clarified. Such an approach will be compliant with the EU good practices. 
The financial measures shall be transparent, the conventions shall be debated clearly and impartially and conflicts of interest shall be avoided, in accordance with the applicable European tools.  

The integrity and the operation of the information system are inherent to the efficient and effective management of the resources and to the system’s operation; the use of such means should be encouraged in a formal and formalized way for all the stakeholders identified within the network.  
The vigilance measures shall be developed, adopted and implemented in a formalized way. Management procedures should be developed for managing the serious adverse incidents and undesirable effects.
The local procedural commitments, as well as the operative procedures in force should be flexible enough to take in account the specific situation of each institution.
To conclude, in addition to the good knowledge about the European legal framework, three fundamental elements require support: methodology, qualification and pluri-disciplinarity.

Finally, the methodological tools and the indispensable works would be a valuable support for the teams of the Transplant Agency of Moldova which are in charge of inspection, evaluation and control. 
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