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1. INTRODUCTION

Exceutive summary
Human organ transplantation is the therapeutic use of human organs as a substitute for one that is non-functional. The organ may come from a deceased or a living donor. Organ transplantation is today a common medical treatment (for end-stage organ disease) sucesfully applied in medicine throughout the Europe (and gllobally). It has a potential of saving lives but also yields the best results in terms of quality of life for patients and the reduction of long-term health care costs. Transplantation in general has higher measurable quality indicators than other replacement therapies such as dialysis.

In spite of the fact that organ transplants have saved thousands of lives and greatly
improved the quality of life of thousands more, regrettably many people will not benefit
from this therapeutic procedure. The access to the organ replacement therapies in most countries is sub-optimal and limitied by the severe shortage of donors across all organ categories. Beside the shortage of donors that remains a major constraint facing the Member States in the European Union this field of public health is greatly challenged by different risks for donors and recipient associated to organ donation and transplantation. 

In order to adress the major challenges in this fast advansing field of medicine, European Union set-up binding (legal) requirements for quality and safety of organs laied down in the EU Directive (53/2010)  aimed to safeguard public health. In addition European Union adopted Action Plan (2009-2015) aimed to address organ shortage and the efficency of transplantation services across the EU. It has led to the significant changes in legislation policies, organisation of transplant services and clinical practise across the European Union Member States and streghteen cooperaton between EU MS in this field.
In the context of the accesesion to European Union, the Government of Georgia recognised the need to optimise transplantation service through new regulatory framework aligned with the EU acquis, and inetrnationally recognized standards and guiding principles in this field (WHO, CoE). 
Under the EU Association Agreement Government of Georgia commited to bring its national legislation in this field into compliance with EU Directive 53/2010.  Modelled to the EU regulatory framework this Law aims to address only filed of organs as the rationale behind the risks assessment and decision making on the use of organs differs greatly from tissues.
This Impact Report intends to facilitate evidence-based evaluation of the impact of the new policy proposal in the field of human organ donation and transplantation, and support beneficiary along decision-making process. 
This impact study is designed in line with RIA methodology introduced by the Law on Normative Acts OG , and was prepared within EU Technical asstiance (Human development and safety net Europe Aid/138778/DH/SER/multi (FWC SIEA 2018) 

2. POLICY CONTEXT
Current situation
Transplantation is a life-saving or life-qualiy enhancing therapy benefits
Organ transplantation is nowadays established worldwide practice, bringing immense benefits to hundreds of thousands of patients across Europe and globally. 
Heart, lung and liver transplants are life-saving therapies, while kidney is the most cost-effiective method of renal replacement thretament modality. Kidney transplantation is associated with a better survival and quality of life and lower costs compared to dialysis (reff). The number of transplantation activites in some European counties exceeds 80 transplants pmp (Spain, Croatia, Portugal, Beguim, Austria) while in some others  this rate is bellow 10 pmp (Bulgaria, Moldova, Montenegro, Serbia, Georgia). It implies that many patients with end-stage-organ disease who are in need for organ transplantation do not receive this treatment and dies. This is supported by the large variation in the number of transplants performed across Europe and mortality risk. 

Shortage of supply of organs
Organ donation has a very high potential of saving lives and increasing the quality of life for patients. However, this potential can only be realised when a sufficient number of organs is available for transplantation. The availability of organs used for therapeutic purposes is dependent on citizens being prepared to donate them, and capacity of health-care system to recognise and relise the potential for donation.
While organ transplantation is increasingly used as medical treatment, the main factor limiting its application remains the shortage of available organs. Organ donation rates across the EU vary widely. It has been learnt that many donors are lost due to a lack of notification/alert system for timely donor identification and refferal or because the option of donation is not presented to the relatives. A shortage of donors has resulted in increased numbers of patients on waiting list. It is estimated that in Europe some 18 patients dies every day waiting for organ trasplants. The real needs for organ transplantation in Georgia is not  known, as there is no waiting list available.
However, the burden of non-communicable diseses, high prevalence of CKD and hepatitis C suggest that the need for organ transplantation treatments are undermined and unmet.

Deceased organ donation
All organs can be donated after death, while living donors can donate a kidney as well as a part of their liver. Howver, according to the guiding ethical principles (WHO Guding principles, Addional protocol to Convention on human rights and biomedicine), organs (or tissues) should be removed from deceased donors rather than from living donors whenever possible. Namely, removing organs or tissue from living donors always represents a risk for the donors, if only because of the anaesthesia they sometimes have to undergo. This implies that organs from living persons should not be used where an appropriate organ from a deceased person is available or an alternative therapeutic method of comparable effectiveness exists. This ethical principle has been sucesfully mirrored by most europen countries that mainly relay on decease organ transplants.
Graph 1.Transplants from living and deceased organ donors. Year 2015. Source: WHO‐ONT Global Observatory on Organ Donation and Transplantation. pmp, per million population. 
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Donation after (both brain death and circulatory death) are regarded as ethically proper source of human. In 2018, the rate of decased organ donors per million population was the higest in Spain (47 pmp) followed by Portugal (34 pmp) and Croatia (33 pmp). However, huge difference in decased donor rate among European countries  implies the need for an additional effort to be made in countries with law donation rates, to optimize end-of-life decision-making process to be inclusive of the opportunity for organ donation so the will of the dececesed and his family are not undermined in the clinical situation when organ donation can take place (CoE Resolution).
The combination of an efficient system for organ donor notification (identification and management) and procurement has been identified as a key element in increasing the decease donation rate in those countries that have not reached their full potential. In many European Member States, the training and employment of health care professionals responsible for end-of-life care and detecting potential deceased organ donors has increased the efficiency of the procurement of organs and improved the functioning of local and national transplant systems. Beside the organs, such dedicated professionals can also increase the rate of donation of tissues for transplantation. There is also evidence that developments in the such screening of seriously ill patients and changes in intensive-care practices may lead to fewer patients dying in an intensive care unit and meeting the criteria for determination of brain death.  
In best preforming European countries, in terms of deceased organ donors (Spain, Croatia, Portugal, Belguim, Austria) organ donation is, therefore, normally perceived as part of end-of-life care when clinically justified and consistent with the values and beliefs of the dying patient and his family. 
Aporaching self-succifency in organ donation and transplantaion is an ethical and economic imperative for all countries
Meeting needs of patients while avoiding the harms of transplant tourism and commercial donation from living persons is an ethical imperative that relies on the assumption of a collective responsibility for donation after death by all citizens and residents, thereby contributing to the common good of transplantation for all (WHO Resolution) Every country, in light of its own level of economic and health system development is threfore urged to progress toward the goal of meeting patients' needs based on the resources obtained within the country, for that country's population. This brings the concept of self-sufficiency in the field of organ donation and transplantation that must be regarded as part of national responsibility (accountibility). 
There is also a strong economic imperative to improve rates of transplantation and therefore organ donation: kidney transplantation is less costly to provide than dialysis, and therefore, maximizing rates of kidney transplantation would significantly reduce overall expenditure on renal replacement therapies. Kidney transplantation also results  in better survival and quality of life outcomes and enables greater productivity and community participation. Thus, beyond the unmistakable medical benefits to patients affected by end-stage organ failure, organ transplantation is a key to the challenge facing healthcare providers worldwide of unsustainable expenditures on dialysis services. 
From a public perspective, the pursuit of self-sufficiency relies on a communal appreciation of the value of organ donation after death. The concept of donating human body parts to save the life of another as a civic gesture is one that should be taught at school alongside health education. The decision to become an organ donation is personal; however, family members should be always involved in decision-making process. Therefore, people should be encouraged to speak about organ donation and Transplantation and to communicate their wishes to their relatives. Most major religious groups support organ donation as a charitable gift-of-life. Continued education should form an essential element of any Communication strategy. 
Optimisation of live kidney donation programmes
The use of live donors as a source of kidneys for transplantation has been debated and is still controversial in some countries; although, in a few States, only live donors are used. Considering the large deficit of kidneys for transplantation compared to demand at present and in the foreseeable future, even after developing deceased donation to its maximum therapeutic potential, countires are reccomended to develop and optimise programmes for kidney donation from live donors based on recognised ethical and professional standards as a better way to pursue self-sufficiency in transplantation (Resolution CM/Res 2013/56). However, kidney transplantation from live donors should only be promoted when a rigorous legal, ethical and medical framework of donor care exists. This general principle is consistently reflected in all available international standards and EU Directive (53/2010). in addtion, more extensive use of live kidney donors through the removal of technical barriers (such as blood or imunogenetical incompatibility) should be facilitated (kideny paired donation program) to cover the true need for renal transplantation and, as such, to improve ‘quality of life’ and life expectancy of patients.

Safety and quality
The therapeutic use of organs for transplantation demands that their quality and safety should be such as to minimise any risks associated with the transmission of diseases. The risk accociated with organ transplantation includes malignant and communicable diseases such as HIV, Hepatitis B and C, as well as other bacterial, viral and fungal infections. In addition, the quality and safety of organs can be at risk due to organ damage during the procurement process. To reduce these risks, most transplantation systems apply quality and safety procedures throughout the complex donation process. Currently quality and safety standards differ widely across Member States. In order to safeguard public health and to prevent the transmission of diseases by these organs, precautionary measures should be taken during their procurement, transport and use. 
The process of organ donation and transplantation is a complex process which involves a long series of stages which should be followed rigorously in order to be effective. Each of these stages should be analysed whenever a problem arises in order to detect weaknesses in the process and take the necessary corrective measures. Once transplantation has been successfully performed, it is important to monitor the organ recipient and to record all adverse events and possible infections acquired through an organ and to be able to trace the organ back to a donor (vigilance and tracebility).  This is of particular importance as multiple organs are retrieved from a single donor, and most organ donors are also tissue and cell donors. 
In addition, international organ exchange and circulation of recipients among member states is becoming a more frequent phenomenon, and that a minimum common standard should be guaranted to facilitate international organ exchange.
The benefit of transplantation should be evaluated in the long term (registry).  Data on the percentage of survival for transplanted kidneys after one year available on the web site of national transplantation organizations demonstrate that kidney transplantation yields good outcomes in all contexts. It also shows that the difference in results between transplanted kidneys from living and from deceased donors is small, a fact that encourages the use of organs donated from deceased whenever possible rather than taking the risk, however small, of harming a living donor.
Organizational models and Efficency of transplantation service
Considering the limited organ supply and risks associated with use fo organs for terapeutic treatments, all countries are acountable for providing high-quality transplant services for the benefit of their citizen and take all necessary steps to make sure all available organs are properly safeguarded and used so as to maximise the benefit to patients.  Great differenece in countries’ performance and volume of transplantation acitivites suggest that some organisational models are performing better than others are. In high-volume performing the transplantation activity exceeds 80 transplants pmp, compared to others with a rate bellow 10 pmp, and these differences are not necessarily explained by the donation rates. A prerequisite for any action in this area is the establishment of adequate organisation at national level (NTO/OPO), as outline in CoE Reccomendation of CoE (Recc) and EU organ Directive. The role of competent authority is crucial in the organisation of the efficent transplant system (EU Directive).
Well-organised and efficent national transplantation system/Service and use of the best available expertise, technology and innovative medical treatment can significantly reduce the associated risks of transplanted organs for recipients and ensure safe and sufficent supply of organs for transplantation. An appointement of donor co-ordinators in many countries has led to increased efficiency of the national transplant system. National transplantation System/Service include different staheholders and key services; national competent authority (regulatory and inspection), national transplant/procurement organisation (operative body, coordination, allocation, surveillance and logistics), procurement and transplant centers and affiliated laboratories, as well as Councils and relevant proffessionals organisations,. Transplant program(s) should be designated based on clinical need assessment and a documented estimate of organ supply, to ensure that projected activity levels are sufficient to maintain clinical expertise and programme quality Medical professionals forming part of an organ transplant team should be properly qualified and their previous training in the field of transplantation should be documented and personalised. Thus, minimal standards of vocational training of team members, and infrastructural/technical conditions in terms of bed acapcities, intensive care facilities, diagnostic and therapeutic back-up services (radiology, microbiology, immunology services, etc.), and care (nursing, physiotherapy, social services and related medical professionals) should be legally defined, as authorisation requirments.
Organ procurement organisation (OPO) is the cornerstone of deceased organ donation, and mainly relays on ICU health professionas and donor co-ordinators. It is threfore essenatial to engage all hospitals that are holders of cirtical care settings, in procurement of organs. Physicians and nurses involved in critical care have a central role in identifying possible donors and facilitating donation after death, and therefore should be supported by the necessary educational, technical, legal and ethical tools to assume leadership in this regard within their facility (Resolution CM/Res (2015) 10). Appointement of  designeted professionals (donor co-ordinators) in many countries has increased the efficiency of the procurement of organs and improved the functioning of local and national transplant systems. All Euroepan countries are therefore encouraged to appoint/designete/employ key donation person(s) (Donor co-ordinators) in every hospital with an intensive care unit in order to optimize deased donation process as an intergral part of end-of- life desion making process in critical care settings. This professional should be independent of any transplant teams, and have clearly defined responsibilities for the establishment, management and audit of a hospital-based system for potential deceased donor identification and organ/tissue procurement. The person should also be responsible for monitoring the donation and procurement process and for identifying and implementing improvements. Donor co-ordinators should have a high standard of professional training consistent with internationally recognised standards, to ensure the highest possible professional and ethical standards in organ donation and procurement (CoE Recc). 
Georgian transplantation service 
Organ transplant program in Georgia was launched in 1995 when the first kidney transplantation was performed. Up today, in total 310 kidneys and 41 liver transplants were performed with improved outcomes along time, as evidenced by the increased 5 year life-expectancy (from 53% in 1995- 2000 to 98% in 2011-2017) in kidney transplantation.  
The renal replacement therapy for end-stage kidney diseases entails state dialysis program (launched in 1996) and living kidney transplantantation funded under state health programs since 1999. Since then the number of patients undergoing (haemo) dialysis treatment has increased from 20 to more then 3 000, while the number of kidney transplants has remained law (in total 20 transplants performed in 2020). The number of hospital-based hemodyalisys centers increased from 3 to 22 with only fey (3) of them then providing perioneal dialysis. Therefore, the expenditure for RRT (dialisys) poses great challenge for sustainability of Georgian health budget (like in many other counties).








In 2017 in total, only 31 patients received organs (7.9 transplants pmp), among them 21 patients received kidney (5.6 kidney transplants pmp) and 10 patients underwent liver transplantation (2.6 liver transplants pmp), all from living donors. Heart and lung transplants are not performed. 

Graph 2. Kidney transplantaton in Georgia Data source; WHO-ONT Global Observatory on Donation and Transplantation
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Liver transplantation is funded under the state program called "Referral Services", which responds to an individual patient’s applications on needed assistance. Currently, kidney transplantations are provided in 3 transplant centers (all in Tbilisi) and liver transplantation in 3 transplant centers (1 in Batumi and 2 in Tbilisi). 

Graph 3. Liver transplantaton in Georgia Data source; WHO-ONT Global Observatory on Donation and Transplantation
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Eacah hospital performing transplantation holds permision for "procurement, storage and transplantation of organs and tissues". Surgeons involved in organ transplantation are obliged to meet additional trainning requirments (sub-specialty in "transplant” surgery) to get credentials for transplantation. At this stage, there are 20 specialists with such subspecialty certificate.Transplantation Council was established by the Ministry in 2000 to provide an expert guidance and facilitate preparation of transplant-related recommendations and policies.  
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Critical gaps compered to EU/European good practise 
In Georgia, currently only kidneys and livers can be transplanted, while heart and lung transplantations can not be provided as decesed organ donation is not yet developed. 
Living organ donation is restricted to the recipient’s close relatives (and their spouses) and therefore makes it difficult for country to achieve self-sufficiency from this population pool. 
Decased organ donation so far has not been developed due to different limiting factors that include:
· Lack of public awarness on the needs and benefits of decease organ donation, and tool for consent on postmortem donation during life-time (Public Registry)
· Lack of proper regulation on determination of death (secondary legislation) 
· Lack of guidelines and evidence-based tools for end-of –life decision-making inclusive for organ donation
· Lack of education curricula, trainning and credential system for professionals involved in  determination of death and deceased organ donation
· Lack of quality impovement and monitoring system for deceased donation
· Lack of  designated key-donation person and organ procurement organisation 
Current transplantation rates and accsees to transplantation treatments in Georgia are lagging far behind those of other European countries, suggesting huge discrepancy in access to this life-saving or life-enhancing transplantation tretments and gaps in the level of hetlth protection among citizens of Georgia and other European countries. Those gaps can be address/overcome by a new regulatory framework fully aligned with the EU organ directive that should lay down grounds for implementation of good EU/ European practice and the higest standards in this field of public health. 
EU legislation on organs
In the EU, transplants must be carried out in a manner that shows respect for fundamental rights and for the human body, in conformity with the Council of Europe's binding laws, and compliant with relevant EU rules. World Health Organization principles also apply.
The legal framework defining the standards for organ transplantation is set out in Directive 2010/53/EU, also referred to as the European Organs Directive. 
The Directive lays down the quality and safety standards for organs covering all steps from organ donation, through procurement, testing, handling to distribution. In addition, implementing Commission Directive 2012/25/EU regarding the information procedures for exchange of human organs intended for transplantation, between EU countries, set out communication requirments in case of cross border organ exchange.
The European Action Plan on Organ Donation and Transplantation (2009-2015): Strengthened Cooperation between Member States assists EU countries in addressing the shortage of organs and enhancing transplant systems. It has set a common directions for EU countries to strengthen collaboration and capacities and to improve overall performance. The Action Plan is non-binding instrument, however it provide a usefull guidance for health authorities in addressing three major challenges in this field; to increase organ availability, to enhance efficiency and accessibility of transplant systems and to improve quality and safety.
Georgian Legislation On Organs
[bookmark: _GoBack]In 2006 Georgia adopted “The Law on Transplantation of Human Organs” (No 3393/2006) which regulates the field of organs, tissues and cells. Impementing by-laws are misiing. The assessment of Georgian legislation and transplantaion system made witinh the TAIEX activities has revealed major gaps of georgian legislation with EU Directives, in terms of safety and quality requirments, organization and control measures as well as, vigilance and surveillance system. 
Government Plans 
Acknowledging the benefits of organ transplantation and recognizing the gaps in accessability, safety and quality of organ transplantation the Goverment of Georgia commited to take all necesary steps to improve access to organ transplantation and ensure health protection aligned with EU standards. It implies harmonization of current regulatory framework with EU Directive on saftey and quality of organs for trasplantation (53/2010) that set out more strict safety and quality requirements (on organ and donor characterisation, donor testing, labelling, packaging, transport, traceability, vigilance and surveillance, as well as authorisation and supervision) and organisatinal requirements for an efficent  national transplanation Sevice (competent authority, Organ procurement organisation, authorization and vigilance system, tracebility, reporting etc). 
In order to align quality and safaty standards for organs with EU, Georgia has actively cooperated with the European Union within the framework of European Commission Technical Assistance and Information Exchange Instrument (TAIEX). A series of TAIEX events have been organised to identify the gaps in the filed of substances of human origin:
·  The first TAIEX expert mission held in October 2018 has provided recommendations for harmonisation of Georgian legislation with EU directives in the field of organ, tissue and cell (SoHO), 
· TAIEX study visit to the Ministry of Health of the Republic of Croatia, was organized (21-25 January 2019) to facilitate exchange of knowledge, good practice and lessons learnt, 
· TAIEX expert mission (6-13 May 2019) was aimed in evaluation of the new draft law proposals prepared by the working group (ministry). 
The first outline for the new law proposal was prepared in April 2019 in accordance with recommendations and inputs provided through sets of TAIEXs. 
Georgian Ministry has been provided with additional EU technical assistance in the process of harmonisation of Georgian legislation in the sOHO field,  through the Human development and safety net Europe Aid/138778/DH/SER/multi (FWC SIEA 2018). The draft proposal of new Law on organ transplant was prepared in assistance with the international EU key expert supported by the local experts (appointed by the beneficiary) and in direct consulation with the beneficiary. 
Through this new law proposal the Government of Georgia aims to provide stat-of-the-art legal framework that will lay down solid grounds for etically sound, safe and efficient transplant Service fully aglined with EU requirments and best euroepan practice.

In addition to more strict requirements for safety and quality of organs, new policy aims to set-up efficient national transplantation servise to pursuit more effective governance and coordination of procurement and transplantation activites across the country. It proposes establishment of new organ procurement organization that will be responsible for fair and transparent organ allocation and other essential funcionalites that are under the state/national competencies (management of national witing list, vigilance sytem, registries and reporting etc). Modelled by the good international practise, new policy aims to introduce a network of high profile key-donation persons (donor co-ordinators) responsible for deceased organ donation and provide for development of state education curricula/programs consistent with internationally recognised standards to ensure the highest professional and ethical standards in organ donation and procurement. 
Importantly, recognizing the critical need to ensure an evidence-based diagnosing protocol and guarantee competencies of professionals performing determination of death, the new policy aims to set out a strict legal framework/protocol for determining that death has occurred, and specify how to formulate and apply the criteria and process for determining death. It will be a turning point for building confidence of professionals as well as public trust in this most sensitive issue in the deceased donation process. 
The submission of the draft law on “Organ Transplantation” to the Parliament of Georgia had been provisionaly planned by the end of 2020, however due to the pandemic and other complex political context this date was postponed to the end of 2021.
3. THE POLICY OBJECTIVES
The Georgian government has committed to align regulatory framework EU Directives requirements aiming to introduce the higher quality and safety requirements in order to tackle current shortcomings in this field. 
The main objective is to ensure a sufficient supply of organs for transplantation that meet the quality and safety standards equivalent with those of EU, as laid down in EU Directive (EU53/2010) in order to guarantee Georgian citizen optimal and equal access to life saving transplantation treatment under the public Transplantation service (cost-free). 
To accomplish that a set of specific objectives have been defined as follows;
1.  promote ethically sound (deceased) organ donation and raise public awarness
2.  increase supply of donated organs for therapeutic purpose
3.  Set up State Public Transplant Service to provide oversight, organization and coordination of organ donation, allocation and transplantation accros the country. 
4. set-up strict regulations for determination of death consistent with up-to-day medical science, knowledge and evidence-based decisions to build confidence in diagnosis of death and ensure protection of health professionals/providers against any matters raised or circumstances related to deceased organ donation and procurement.
5. ensure quality and safety of organs to minimise the risks for donors and recipients 
6. Promote and garantee the highest ethical principles in organ donation and transplantation and enhance mechanisms for prevention of unethical practice  

4. THE POLICY OPTIONS
Two policy options has been taken into account and compared; baseline scenario (no-action option) with no interventions in the current legislation, and adoption of new Law on Organs fully harmonized with EU Directive (53/2010). 
Option 1: No-action option (baseline scenario)

Under this option, the current georgian legislative framework would remain the same. Thus, the national requirments in terms of quality and safety of organs for transplantation would not be aligned with EU. In this option, Georgia would fail to meet obligations under the EU Accesstion Agreement.  It would lead to unmet patient needs, increased mortality and morbidity of Georgian citizens due to suboptimal acceses to this life-saving medical tretaments. Untimatly it would lead to increased gap in the level of health potection among citizens of Georgia and of EU citizens.

Option 2. Adopting new law on Organs aligned with EU acquis 
Option 2 provides for a stricter regulatory approach. It propose more stringent requirments for quality and safety of human organs and contain detailed regulation about the transplant system that Georgia have to put in place, leaving little national discretion in transposing the EU Directives. 
Recognising substantail inequaliteis in the access to transplantation treatment as well as in the level of health protection compered with EU, Georgian goverment commited to take all necesary steps to garantee Georgian citizens improved access to organ transplantation teratments and health protection in line with EU standards, best international practice and most recent advansment in medicine and technology. 
This policy option aims to provide stat-of-the-art legal framework that will lay down solid grounds for etically sound and efficent transplant system in Georgia. In addition to more strict requirements for safety and quality of organs, the new Georgian Transplantation Law aims to provide for more efficient transplantation service that will reflect/mirror most recent scientific and technological developments. 
This option includes a more complex authorisation/licensing requirments for procurement and transplant centers, and introduce regular inspections and controls which entail the need to put in place a specific authorisation and inspection structure. It also requires an establishment of national OPO structure and network, development of vigilance platform preferably integrated with other SoHO vigilance systems (SoHO) and a robust information system to ensure tracebility and operability of the national Transplant organization/Agency. 
The Law also lays down the legal standards for determining that death has occurred and specify how the criteria and process for determining death should be formulated and applied. It provides the state-of-the-art diagnosing protocol for determination of death to enable development of deceased organ donation program in line with the evidence-based and up-to date medical science and practice.  
Recognizing that in many countries employment of key donation professionals has been influential in increasing the efficiency in deceased donation, the new law proposes appointment of dedicated professionals (donor co-ordinators) in every hospital with an intensive care unit. 
Finally, acknowledging that transplantation is a complex process requiring a large number of functions to be managed effectively- ideally by single national transplant organisation (NTO), the new law set-up designated public service to perform combined roles and funcions under the responsibility of OPO and Competent Authority.
Properly managed transplantation Service is essential to maximise the rate of organ (and tissue) donation and provide for equitable access to transplantation services the through fair and transparent allocation of organs based on objective and justified medical criteria and traceability of all steps from donation to transplantation. 
Beside NTO/OPO the national transplantation Service (NTS) integrates additional bodies and structures (Councils, Transplant Network, professionals’ societes, Competent Authority, authorissation and Inspection authority) so it is critical to ensure that the functions performed by each structure are appropriate, and complement those of the other transplant structures. 

5. ASSESSMENT OF IMPACTS: COMPARING THE OPTIONS
Two policy options are considered to adress idenfited gaps in quality and safety of organs and accessability to transplantation treatments. 
Comparison of economic and health/social impact (costs and benefits) of policy options is carried out  to identify the key impacts and compare them across the two policy options, and the results are sumirised here; 
5.1. Health Impacts
The key health impacts emanate from an increased access, quality and safety of transplantation treatments leading to increased health expectancy and quality of life for the patients who benefit from such kind of medical treatments.  

Option 1 will not change the current unsatisfactory status quo, and would not adress the shortcomings of curent regulatory framework, under-developed system for (deceased) organ procurement and transplantation, and limited access for georgian citizens to life- saving or most effective transplantation treatments. This option would undermine the unmet needs of Georgian patients for transplantation treatments, identified gaps in access, quality and safety, and obligations of Georgia towards EU defined by the Accession Agreement. 

Option 2 Can create substantial health gains though increased supply/avialablity of organs and access to live-saving therapeutic tretments (hear, lungs, liver transplantation) or significantly improved the quality of life (kidney transplant).

 These gains could range normally from -----------------QALYs gained. Through legal requirements on quality and safety the option 2 will have a more certain effect on protection of donors and receipents through established higher quality and safety standards compatible with European Union, which will reduce risks to donor and patients and enable cross border organ exchange. By introducing more stringent requirements for quality and safety of organs for transplantation (authrosiation, vigilance and supervision system), the potential risks for transmision of communicanle and malignant diseases associated with organ transplantation treatments will be significantly reduced. Thus, the overall improved safeguards and health protection of donors and recipients can be achieved. In addition, it is likely that the option 2 will have a postive impact on donation rates by removing possible disincentives to become a living donor (by ensuring access to health care for living donors) and raising awarness and streghteening capacities for deceased organ donation. 

The option 2 aims will have a postive impact on the supply of organs from decesed persons by establishing diagnosing protocol for determination of death and setting proper legal protection of health providers and health facilities against any matters raised or circumstances related to deceased organ donation and procurement. Clear protocols for determination of death, regardless of organ donation, transparent allocation criteria and granted equal acsses to transplantation tertament may lead to increased public trust in helath care system and increased donation rate. 

In addition, by establishment of the national organ procurement organization and stricter authorization requirments for organ procurement (key donation erson, Quaity system, trainning, reporting etc) it is expected that potential for deceased organ donation wll be timly recognized and efficently used for therapeutic purpose.

It should lead to increased supply of organs for transplantation and consenquantly increased accessability of life saving transplantations, and more lives saved.

Nonetheless, Option 2 in turn by ensuring stringent quality and safety standards and  additional technical and infrasturture requirments might lead to substantial difficulties in implementation. Therefore might even have a negative impact on hospitals and thier willingnes for collaboration. ……………….  

5.2. Social impacts
Increasing availiblity, saftey and quality of organs for transplantaions to meet patint needs for live saving or the most effctive treatments,  will result in positive social impacts for patient in needs (recipients) and their families by incresing their possibilities to participate in social and working life. 

Kidney transplantation has a positive effect on the Quality of Life of recipients  

Thus, the option 2 will generate additional social benefits, depending on the additional acsses to the therapetic teratments (…..) achieved from increased qualty safty and availability of organs for transplantation. 

Georgian  goverment action can be expected to contribute to increasing public trust and confidence in the health care sytem by establishing common quality and safety standards, increasing donor and recipeint protection and safeguards measures, improving organ donation rates and …………………………………. 

However, the available evidence on such social impacts such as social participation and improved standards of living do not allow for an adequate assessment of the precise impacts in order to compare the options.

Given the social impacts of increasing organ donation rate, and upgarding the system for procurement, transplantaion and surveillance, we would expect the higher social benefits from option 2, which increase accses and quality of life saving, or life enhansing transplantation treatments.
5.3. Economic Impacts
Option 1 continues the status quo and is expected not to create any additional costs or economic benefits. 
Options 2 can lead to substantial economic benefits although Georgia will have to invest in national infrastructure for improvement of organ donation and transplantation sytem to accomplish these objectives. Option 2 will also lead to substantial costs to implement state Organ (and tissues) donor registry. The costs of establishing a tightly regulated national transplantation system, responsible for the supervision of transplant activities, the accreditation and control of transplantation centres and the maintenance of 3 distinct national registries, may prove difficult to shoulder for Georgia. Similarly, at the level of the transplant centres and individual health care professionals, the procedures related to audits, training programmes, follow-up and accurate collection and reporting of information, may significantly add to the workload. In the face of increasing pressure to reduce expenditure in health care and in hospitals, the implementation of these requirements of the Directive may prove a challenge to some centres. 
In addition, authorities and health care professionals will need to become familiar with the meaning and implications of the new concepts introduced by the Directive (e.g., serious adverse events and reactions, traceability, donor characterization, confidentiality of data). Furthermore, new duties may arise as a result of regular audits to be performed by competent authorities, the need for periodic training and the commitment to adequately organise and provide follow up of living donors.
The economic benefits arise primarily from lives saved by organ replacement therapies and saved treatment costs due to prevention of disabilities or ilness progression.
------------------dodati.
 Kidney transplantation offers better outcomes and quality of life at lower societal costs compared with other options of renal replacement therapy.
By increase in the number of kidney transplants as optimal (cost-effective) RRT modality total expenditure for renal replacment treatment could be significantly reduced (EDITH).
As confirmed through EU EDITH project,  for every partecipating country, starting from the second year a successful transplant, net of any possible complications, entails a saving of costs equivalent to those of dialysis.
 
6. [bookmark: _Toc386644107]IDENTIFYING A PREFERRED OPTION

6.1. Compering the options
To develop an idea of the scope of potential improvements that can be achieved two scenarios of different changes in living and deceased donation rates were developed, which were subsequently used to identify likely health and economic impacts of the policy proposals.
Comparison of of costs and benefits of policy options were be carried out  to identify the key impacts and compare them across the two policy options, and the results are sumirised ----------------------------
In addition, comparison of options will be perfomed using multi-criteria analysis 
Table----------------------------------
In weighing the available policy options, Option 2 creating a new regulatory framework harmonised with European Union will help GoG to achieve objectives in this field of public heallth (substances of human origin). Acknowledging the benefits of organ transplantation and recognizing the gaps in accessability, safety and quality of organ transplantation the Goverment of Georgia commited to take all necesary steps to improve access to organ transplantation and ensure health protection aligned with EU standards. Options 2 will eliminate shortcomings of the current system and lay down grounds for efficient, ethicaly sound, high-quality and high-performing transplant program consistent with the latest scientific knowledge and medical achievments. 	Comment by Bušić Mirela: 
Option 2 will have a positive impact on the supply of organs by establishing diagnosing protocol for determination of death and thus ensuring protection of profesionals against any matters raised or circumstances related to deceased organ donation. It will guarantee Georgian citizens optimized access to life-saving transplantation treatments and contribute Georgia in approaching self- sufficency in organ donation and transplantation.
Option 2 will meet main overall objective of GoG by tailoring high quality and safety framework. In addition to major health benefits reflected in the quality and longevity of life of Georgian citizens, option 2 will have substantial economic benefits through saved treatment costs for renal replacement therapy, and the productivity impacts of longer life expectancy.

It will therefore contribute to improve the overall health and well-being of populations, reduce health inequalities, strengthen public health and ensure people-centred health systems that are universal, equitable, sustainable and of high quality, in line with the Health 2020 policy targets (ref) and Health 30.

By apporcahing, self-sufficiency in organs for transplantation will illustrate the public helath and community values of equity, transparency, reciprocity, and solidarity. Moreover, it is the only safeguard against the seducment of unetical practice and human organ trade, and heltier and farier Georgia.

7. monitoring and evaluation PLAN
Monitoring and Evaluation of the regulatory process will be conducted in agreement with beneficary (and EU delegation). Definition of possible indicators (to be agreed with benficary);
· Draft Organ Transplant Law proposal submitted for validation to the Beneficary 
· Conslutation plan agreed with the beneficiary
· The Organ Transplant proposal have been launched for public consultation according to the Consultation Plan
· The Organ Transplant has prepared for approval by the Parliament, in accordance with the results of consultation proces
· The new Organ Transplant Law adopted by the Parliament by the end of 2021. 
· Secunadray legislation adopted within the foreseen period
· Action plan for  facilitating law enforcement and implementation prepared and launched
· National Transplantation Service capacities and governing bodies (Competent Authority, OPO, councils, procurement and transplant cenetrs etc ) established and streghteened 
· Decease and living donor transplant rates increased (for liver and kidney)
· Heart and lung transplant program launched 




8. Procedural issues and consultation of interested parties
8.1 Organisation and timing
This draft Impact report has been prepared by the EU Key expert supported by the local experts identified by the beneficiary (ministry) who provided guidance in the RIA methodology and contributed in collection of national data. 
The draft Impact report is presented to the beneficary (ministry) in March 2021 with plan for public consultation. The impact assessment report elaborates two policy options that are approached regrading alignment of legislation with EU standards in the field of organ transplantation. The impact and efects of two different policy options were analised and compared using the tools and methodology provided within RIA methodology. The finding of comparison and consultation process are sumirised here bellow.
8.2 Consultation and expertise
The starting point for the analysis of impacts was desk review of an key startgic documents on the Georgian health care system, Georgian Transplant Law, Georgian RIA methodology, indicated TAIEX reports relevant for the field, EU Directives and other documents and literature listed in the references. 
Besides, relevant intrernational databases (WHO Global Observatory Donation and Transplantaion GODT) and reports (Newsletter Transplant*) were searched for data collection and analisys. Data related to the dialysis treatment were teken from the the ERA-EDTA Registry and EDITH project public report (see specification in Annex 1), 
Stakeholder on-spot meetings were held in 2019 with beneficiary representatives (Ministry), local experts, National Commeette for Transplantation. During the 2020/21 more then 15 online consultation meetings were held with identified local experts and beneficiary (Minstry). Meetings were focusing on EU Directives requirements on quality and safety of human organs for transplantation, the identified gaps of Georgian legislation, local views and perspectives, patient needs and key open issues that needed to be adressed by the new Law proposal. Stakeholders' views have been taken into account and, mostly incorporated into the definition of policy options.
As part of the stakeholder dialogue beneficiary plan to create a key stakeholder group; for organ donation and transplantation, grouping relevant Georgian associations of professionals and key experts in the field, as well as representatives of hospitals, patients, donors, religious leaders and industry all active in the area of organ transplantantation. Criteria used in selection and categorization of stakeholders are presented in the Table XX. Influence – Interest matrix.
Complementary to the work of the stakeholders group, a one-day open workshop with stakeholders is planned to be held in May 2021 in agreement with beneficiary. The workshop is  aimed to present EU requiremnts and policy options in the field of organ donation and transplantation and discuss its impact. The workshop and consultation will yield important information on the proposed new policy. The need for additional scientific consultation with targeted/focus group will be assessed based on the outputs from the workshop. Additionally, it is planned to launch a public consultation (from June to September 2021) in order to give all stakeholders the occasion to put forward their positions related to organ donation and transplantation.
To develop an idea of the scope of potential improvements that can be achieved, two scenarios of different changes in living and deceased donation rates were developed, which were subsequently used to identify likely health and economic impacts of the policy proposals. 
Table 6. Influence-Interest Matrix (possible)
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