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ACT ON HUMAN ORGANS TRANSPLANTATION

Chapter I. GENERAL PROVISIONS

Article 1. Scope
1.  This Law regulates transplantation of human organs (hereinafter: organs) for therapeutic purposes and lays down ethical principles and standards of safety and quality for human organs intended for transplantation;

2.  This Law applies to the donation, testing, characterization, procurement, preservation, allocation, transport and transplantation of organs intended for transplantation;

3.  The provisions of this Law do not apply to reproductive organs, embryonic or fetal organs;

4.   The procedures referred to in paragraph 2 of this article shall be carried in line with requirements of the law and only if it is medically justified, or if it is the most-effective method for the medical treatment.
 
Article 2. Legislation on Human Organs Transplantation and alignment with EU Directives
1) This Law contains the provisions aligned with the following legislation of the European Union:
– Directive 2010/53/EC of the European Parliament and of the Council of 7 July 2010 on standards of quality and safety of human organs intended for transplantation (OJ L 243, 16.9.2010),
– Commission Implementing Directive 2012/25/EU of 9 October 2012 laying down information procedures for the exchange, between Member States, of human organs intended for transplantation (OJ L 275, 10.10.2012).	Comment by Mariam Mchedlishvili: ????
2) The legislation on Human Organs Transplantation consists of International Agreements of Georgia, this law and by-laws issued on its basis.
Article 3. Definitions
The terms used in the Law shall have the following meaning:
a) Donor - a person who donates one or several organs, whether donation occurs during lifetime or after death;
b) Deceased donor: deceased person whose organs are donated for transplantation in line with requirements set out in this Law	Comment by Mariam Mchedlishvili: ???????
c) Living donor: living person who donate organ, or part of the organ, for transplantation in line with the requirements of this Law, whose donation is compatible with life and whose function the donor body can compensate in an adequate and sufficiently safe way.
d) Donation - donating organs for the transplantation;
e) Donor characteristics - the collection of the relevant information on the characteristics of the donor needed to evaluate his/her suitability for organ donation, in order to undertake a proper risk assessment and minimize the risks to the recipient and to optimally allocate the organ;
f) Organ - a differentiated part of the human body formed by different tissues that maintains its structure, vascularization and capacity to develop physiological functions with a significant level of autonomously. A part of an organ is also considered to be an organ if its function is used for the same purpose as the entire organ in the human body, maintaining the requirements of structure and vascularization; 
g) Organ characterization - the collection of the relevant information on the characteristics of the organ needed to evaluate its suitability, in order to undertake proper risk assessment, minimize the risks for the recipient and optimize organ allocation; 
h) Procurement - a process by which the donated organs are made available for transplantation. that include/extends from donation to surgical removal of organs and their preparation.	Comment by Mariam Mchedlishvili: ????? Directive: ‘procurement’   means   a   process   by   which   the   donated organs  become  available;
i) National Center for Substances of human origin (NCSoHO) – is a public entity mandated by the ministry for providing nationally coordinated round the clock service for the overall management of organ procurement, organ allocation, and integrated vigilance system for the substances of human origin (organs, tissues, cells, MAR  and blood);	Comment by Mariam Mchedlishvili: “inistry; If there is no decision, there may be `Organ Donation/Procurement State Service”. Directive: “procurement   organisation’   means   a   healthcare   estab­ lishment,  a  team  or  a  unit  of  a  hospital,  a  person,  or  any other	body    which    undertakes    or    coordinates    the procurement  of  organs,  and  is  authorised  to  do  so  by  the competent authority under the regulatory framework in the Member  State  concerned”
j) Transplantation center - a Medical institution/unit of  medical insitution, which, based on the Georgian legislation, is granted to right by the competent authority to perform activities regarding the transplantation of organs;medical institution/hospital with a granted license/permission for transplantation of organs from the deceased or/and living, in line with requirements of this Act and governmental decree/ministers ‘order
k) Procurement Center - medical institution/hospital with a granted license/permission for procurement of organs from the deceased or/and living, in line with the requirements of this Act and governmental decree/ministers ‘order
l) Transplant Network - a collaborative network of all licensed procurement centersmedical insisutions, which are involved ,in procurment, testing and transplantation centers and affiliated laboratories ;
m) Organ allocation - targeted distribution of donated organs form deceased, in line with organ  allocation rules;
n) Organ allocation system – a software program designed to ensure computer-based matching of donated organs with potential recipients in line with allocation rules
o) Organ allocation rules – agreed rules and algorithm for matching the donor's characteristics to those of a patients’ awaiting an organ to ensure fair and optimal distribution of donated organs in line with (inter)nationally accepted medical criteria;
p) Preservation - the use of chemicals (agents), alteration in environmental conditions or other means to prevent or retard biological or physical deterioration of organs from procurement before the transplantation;
q) Disposal - the final placement of an organ when not used for transplantation 
r) Recipient - a person who receives an organ; 
	s) Serious adverse event’ - any undesired and unexpected occurrence associated with any stage of the chain from donation to transplantation that might lead to the transmission of a communicable disease, to death or life-threatening, disabling or incapacitating conditions for patients or which results in, or prolongs, hospitalization or morbidity;
t) Serious adverse reaction’ - an unintended response, including a communicable disease, in the living donor or in the recipient that might be associated with any stage of the chain from donation to transplantation that is fatal, life-threatening, disabling, incapacitating, or which results in, or prolongs, hospitalization or morbidity;  
u) Operating proceduresprotocol - written instruction describing the steps of a specific process, including the materials and methods to be used and the final results expected; 	Comment by Mariam Mchedlishvili: Directive - ‘operating     procedures’     means     written     instructions describing  the  steps  in  a  specific  process,  including  the materials  and  methods  to  be  used  and  the  expected  end outcome
v) Transplantation - a process intended to restore certain functions of the human body by the transferring an organ from donor to a recipient; it covers the complete process of removal of an organ from one person and implantation of that organ into another person, including all procedures for preparation and preservation;	Comment by Mariam Mchedlishvili: Directive - transplantation’ means a process intended to restore certain functions  of  the  human  body  by  transferring  an  organ from  a  donor  to  a  recipient;
	



	
	


w) Donor designated specialist (hereafter; donor coordinator)– a senior intensivist(s) who is working in the CCU of the procurement center,  additionally trained in deceased organ donation, and additionally sub-contracted by the National Center for Substances of human origin to provide a round the clock service for timely notification and management of potential deceased organ donor, at the procurement center level;	Comment by Mariam Mchedlishvili: It si not necessary…. We must discus about it (ICU – permission requirements will be added to the existence of donor designated specialist)
x) Procurement team – a medical team qualified or trained, and competent to perform procurement of single or multi-organs for transplantation; 
y) Licensing – a permission/license issued by the competent authority to the Medical Establishment/hospital for carrying out procurement of human organs (procurement centers) and/or for transplantation of organs (transplantation centers), in line with requirements of this Act and by-law.	Comment by Mariam Mchedlishvili: It is regulated according Georgian Law on License and Permits
z) Traceability - the ability to locate and identify the organ at each stage of the chain from donation to transplantation or disposal, including the ability to:
· identify the donor and the procurement organization (donor hospital) 
                 -    identify the recipient(s) at the transplantation center(s);
· identify all relevant non-personal information relating to the product and materials coming into contact with that organ;
aa) National waiting list - database of  Georgian citizens awaiting for the living or deceased organ transplantation in Georgia;	Comment by Mariam Mchedlishvili: One list for living and deceased organ transplamtation….
ab) Organ exchange organization - a non-profit legal entity or mandated body (whether public or private) licensed/authorized for organ distribution and/or exchange on the (inter) national level;	Comment by Mariam Mchedlishvili: Directive - ‘European organ exchange organisation’ means a non-profit organisation,   whether   public   or   private,   dedicated   to national  and  cross-border  organ  exchange,  in  which  the majority  of  its  member  countries  are  Member  States;

ac) Kidney paired donation program –  a (inter) nationally coordinated exchange of kidneys donated for transplantation between two or three incompatible pairs who cannot be given their own partner's or close relative’s kidney for the incompatibility reasons. 	Comment by Mariam Mchedlishvili: ?????? 
ad) Council for Living Donation (LDC) –an official expert body, independent from the transplantation center, appointed by the ministry to provide a medical service for a living donor counseling, psychosocial support and evaluation, in line with requirements of this Act. 	Comment by Mariam Mchedlishvili: In August we agreed that there would be one council
ae) Living Donor Advisor – is a specially trained doctor, member of the LDC,  who is responsible for counseling of potential living donor and providing him/her an independent advice and assessment of potential risks associated with the organ donation; 
a) Council for Deceased Donation – is an official expert body appointed by the ministry to facilitate integration of deceased organ donation within the hospital's end-of-life care, countrywide, under the scope of this Law;  	Comment by Mariam Mchedlishvili: In August we agreed that there would be one council
b) Transplant Council - is an official expert body appointed by the ministry to facilitate development and implementation of transplantation-related guidelines, allocation rules, professional standards, operating protocols, education curricula, training program(s), quality system and registries, under the scope of this Law; 	Comment by Mariam Mchedlishvili: Transplantaion Council
c) State Organ Donor Registry - a database of Georgian citizens who during lifetime consented to become altruistic donors of organs (and/or tissues) after the death. 
d) Living Donor Registry - a database of living  organ donors and their long- term follow up
e) Transplant Recipient Registry - a database of organ recipients, transplantation outcome and of recipients’ long term follow-up 
f) State Transplant Information system (Digit-Transplant) -  an integrated digital information system specifically designed to support service and functions under the scope of this Law, in particular management of the national waiting list, management of organ allocation and vigilance system, as well as management of registries and databases related to organ donation, procurement, allocation, transplantation and long-term follow up of recipients and living donors.
g)  State Transplant Program- refers to the budget position specifically allocated by the government of Georgia for implementation of the medical services and all activities under the scope of this Law.	Comment by Mariam Mchedlishvili: ?????? Ministry
h) Death - permanent cessation of vital circulation or permanent cessation of vital brain (neurologic) functions. In the context of death determination, ‘permanent’ refers to loss of function that cannot resume spontaneously and will not be restored through intervention.	Comment by Mariam Mchedlishvili: It is part of protocol
i) Death declaration- the point in time at which a health professional, having determined that an individual is death, formally /legally states this finding by signing  Declaration/certificate  of death Form (laid down in the Annex of this Act/governmental decree). The official/legal time of death refers to the time of the signature of the Declaration of Death Form.
j) Brain death - complete and permanent loss of vital brain (neurologic) functions as defined by an unresponsive coma with loss of capacity for consciousness, brainstem reflexes and the ability to breathe independently. This may result from permanent cessation of oxygenated circulation to the brain and/or after devastating brain injury. Persistence of cellular level neuronal and neuroendocrine activity does not preclude the determination of death.  
k) National diagnostic protocol for determination of death – set of standardized and validated clinical procedures, conditions and medical criteria established by this Act, that must be used and meet when diagnosing the individual’s death, either through circulatory or neurologic criteria. 
l) Determination of death by circulatory criteria- standardized clinical procedures and tests defined by this Act that must be used for diagnosing permanent cessation of circulation 	Comment by Mariam Mchedlishvili: ???  It is part of protocol
m) Determination of death by neurologic criteria - standardized clinical procedures and tests defined by this Law, that must be use when diagnosing the person’s death through the neurologic criteria (brain death).
n) Potential organ donor -  a patient who met the criteria for imminent (brain) death with no absolute contraindication to organ donation as defined by a standardized list of codes from the International Classification of Diseases, Ninth Revision (ICD-9), such as those for metastatic cancer and seropositivity for human immunodeficiency virus. 
o) Imminent brain death – a state in which a deeply comatose, mechanically ventilated patient, admitted to an ICU, with irreversible catastrophic brain damage of known origin has a;
-   Glasgow Coma Scale of 3 (E1, M1, V1) and at least three or more absent brainstem reflexes’, or
-  FOUR score of E0 (eyelids remain closed with pain), M0 (no response to pain or generalized myoclonus status), B0 (pupil, corneal and cough reflexes absent) and R0 (breathes at ventilator rate or apnea).
Management of the Potential Organ Donor- careful intensive care management of the potential organ donor with goal-directed therapy to optimize organ function and improve donation yield.
p) Competent authority – an official body responsible for the implementation of this Law;
q) Ministry – Ministry of Internally Displaced Persons From The Occupied Territories, Labour, Health And Social Affairs; 
r) Minister- Minister of Internally displaced persons from the occupied territories, labour, health and social affairs.

Chapter II. BASIC PRINCIPLES 

Article 4. Protection of human rights and dignity 
Human organ donation and transplantation shall be based on the priority of preservation of life and health, and carried out in a manner that guarantees safeguard and protection of dignity, integrity and other fundamental rights of potential donors, donors and recipients of organs, without discrimination.  
Article 5. Voluntarism and Solidarity  
1) Organ donation shall be voluntary and unpaid.

2) A person may in advance, during the lifetime, consent for organ(s) donation for the purpose of transplantation after his/her death, by the signing up on the Donor Registry;	Comment by Mariam Mchedlishvili: These paragraphs are the same
 
3) Person can prospectively, during the lifetime, consent for altruistic purpose organ donation after his/her death, by signing up on the Donor Registry; 
4) The consent for organ donation may submit only an adult and legally capable person;
5) A person may withdraw his/her consent for organ donation at any time by signing out from the Donor Registry. 
6) The accesses to the Donor registry data shall be restricted to the personnel authorized for verification of the consent of deceased.

7) Donor Registry shall be established, maintained and promoted by the Competent Authority/Ministry.
Article 6.  Accessibility of information for professionals and public 
1) The Ministry, health establishments and health professionals shall take all appropriate measures to promote the altruistic and unpaid organ donation and the highest ethical standards of organ donation and transplantation, in line with this law. 
2) The Government of GeorgiaThe Ministry, for the purpose of education, shall ensure that all relevant information and education is provided for professionals and public aimed to raise overall awareness on the importance of altruistic post-mortem organ donation and its benefits for the recipients.	Comment by Mariam Mchedlishvili: Government of Georgia
3) Information and education program referred to in paragraph 2 of this article shall cover all relevant medical, legal, socio-cultural, religious, ethical and other issues concerned, particularly sensitive issues such as the means of determination of death, consent and other requirements with regard to organ donation from deceased and rights and protection of donors and recipients.
4) Raising awareness educational program shall be prepared, adopted and implemented by the ministry under shared responsibility with relevant professional societies (in particular those responsible for the intensive/critical care, palliative care, neurology, transplantation, internal medicine, nephrology, etc.) and the ministry of education and science of Georgia
5) Fundraising for the raising awareness education program referred to in paragraphs 1, 2, 3 and 4 of this article shall be provided in the budget of the Georgia. 
6) Provision of promotion, information and education referred to in paragraphs 1.2.3. and 4. of this Article shall not be considered as advertising. . 
Article 7. Prohibition of Advertising 	Comment by Mariam Mchedlishvili: Archil
1) It is prohibited to advertise the need for organs, and to advertise donation, with or without offering, that is, giving financial compensation or other tangible or intangible benefits, and to advertise healthcare institutions and healthcare professionals performing the transplantation process, in the media, and in any other advertising messages, i.e. in any other way.  
2) Prohibition of advertising referred to in paragraph 1 of this Article shall not apply to the promotion of voluntary, unpaid organ donation organized and implemented in line with this law. 
3) The provision of the law of Georgia “On Advertising” shall apply to the prohibition of advertising.
Article 8. Prohibition of financial gain 
1) For the donated/received organs it is prohibited to give/receive any kind of financial compensation, or make any other profit. 
2) It is forbidden to trade with the organs designated for the transplantation, purchase/acquire them abroad or export; 
3) Health care personnel is prohibited to participate in the organ procurement or transplantation proceeding in case they know or have reason to suspect that activities referred to paragraph 1. 2 And 3 of this Article, are carried out under the deal; 	Comment by Mariam Mchedlishvili: ??????
4) In case of suspected  unethical practice of organ procurement or transplantation contrary with the provision to this law health professionals are obliged to inform the competent authorities without delay, in line with the reporting procedure on suspected illegal transplant-related practice, outlined by the order/ of minister/governmental decree	Comment by Mariam Mchedlishvili: Archil
5) Provision of paragraph 1 of this Article shall not refer to: 
a) compensation of living donors for loss of earnings and any other justifiable expenses caused by the removal of organ or by the related medical examinations;
b) payment of a justifiable fee for legitimate medical or related technical services rendered in connection with procurement and transplantation;
c) compensation in case of undue damage resulting from the removal of organs from living person
6) Transplantation Centre is responsible for ensuring the appropriate coverage of all donor’s medical expenses arising from or connected with donation process. Under no circumstances, living donor or the deceased donor family may be charged for medical procedures carried out for the purpose of organ donation/procurement.	Comment by Mariam Mchedlishvili: The issue of funding is determined by the legislation of Georgia
7) Transplantation treatments are based on a voluntary and unpaid donation, altruism of the donor  and solidarity between donor and recipients in needs for organ transplantation, therefore Transplantation and Procurement centers shall operate under the non-profit bases.	Comment by Mariam Mchedlishvili: ????? 90% of medical facilities are private….
Article 9. Compensation for undue damage
1) When compensation for undue damage referred to paragraph 5, subparagraph c. of the article  8. is justified, the ministry must ensure the mechanism for an adequate compensation for damage resulting from transplantation, in line with the Article 41 of the European Convention on Human Rights.
2)  The due or undue nature of the damage have to be determined in the light of the circumstances of each case.	Comment by Mariam Mchedlishvili: Archil…..
Article 10. Protection and Safety 
1) 1.	All procedures referred to the paragraph 2 of Article 1 of this Law shall be carried out by the health care personnel in accordance with the highest professionalism, ethical, following the quality and safety standards referred to the last edition of the European Guide on quality and safety of organs, this Law and by-laws issued based on the Law.
2) 2.	All persons involved in the procedures referred to the paragraph 2 of Article 1 of this Law are obliged to undertake all reasonable measures to reduce the risk of any disease being transmitted to a recipient and to avoid any action which may affect the quality and safety of organs intended for transplantation;Organ procurement and transplantation shall be performed only if it is medically justified, or if it is the best method of treatment. 
3) Organs must be procured, allocated and transplanted in line with the relevant professional guidelines, code of practice and the highest professional and ethical standards in a manner that minimize the risk for the organ donor, organ recipient and risk for organ loss.  
Article 11. Equitable access to transplantation treatments 
1) 1. All Georgian citizens and persons with the right of residence who meet medical criteria for organ transplantation shall be, without discrimination, eligible for enrolment in the Transplantation National wWaiting List and should have equal access to organs donated from deceased, in the framework of the relevant State Program. 
2) All Georgian citizens who meet medical criteria for organ transplantation shall be, without discrimination, provided with and equal rights and “free of charge” registration to the national waiting list for organ transplantation, and granted an equal accesses to organs donated from deceased persons.  
3) The procedure for registering to the national waiting list and for the management of waiting list shall be defined by the order issued by minister; 
Article 12. Fair distribution of organs 
1) Organs donated from deceased shall be allocated only to the patients listed on the national waiting list, and in conformity with transparent, objective and duly justified allocation rules based on medical criteria.
2) The allocation rules referred to paragraph 1 of this Article, shall be defined, for each type or organs, in line with (inter)nationally accepted allocation standards and medical criteria.
3) No organs from deceased person shall be exchanged/distributed abroad for the transplantation unless there is an official bilateral agreement on cooperation sign between competent authorities.
4) Allocation rules and medical criteria referred to the paragraph 1 and 2 of this article  shall be proposed by the relevant professional societies and laid down by the order issued by Minister. 
5) The allocation rules will be updated when deemed appropriate to ensure improvement in clinical outcomes, equity, quality, safety, or efficiency.
6) Every effort shall be made by professionals and institutions to optimize each deceased organ donation process, promote the clinical use of organs and reduce the loss of donated organs.
7) In case of established international organ exchange collaboration, an effective organ distribution across the collaborating countries shall be ensured and justified in a manner that takes into account the solidarity principle and country-balanced organ exchange. 

Article 13. Informed consent of recipient 
1) Organs shall be transplanted only upon recipient’s written and fully informed consent for transplantation given in a free will. 

2) The recipient shall beforehand be given appropriate information of the transplantation procedure, its purpose and course, probability of the success, expected risks and outcomes, rights and obligations, as well as on the alternative medical treatments.

3) The freedom to withdraw consent at any time shall be clearly written and explained.

4) The content of the consent form provided, mentioned in paragraph 1 of this article, should be determined by order of the Minister.



Article 14. Protection of personal data 
1) All personal data relating to the person from whom organs have been removed and those relating to the recipient shall be considered to be confidential. Such data may only be processed according to the rules relating to professional confidentiality and  in accordance with the Act on Personal Data Protection.  
2) The personal data of the organ donor and recipient must be protected from unauthorized access.	Comment by Mariam Mchedlishvili: Act on Personal Data Protection
3) Any unauthorized issuing of data, deletion or modification of data, as well as any transfer or disclosure are prohibited. 
4) Personal data about donors and recipients of organs shall be collected and used only for the purposes stipulated hereof.
5) Unique identification code shall be assigned by the Digit-Transplant system, for each patient on the national waiting list, deceased or living donor, and organ recipient. 	Comment by Mariam Mchedlishvili: ?????
6) The personal data of the deceased donor will not be provided to the recipient and the personal data of the recipient will not be provided to the family of the deceased donor.
7) It is prohibited without written consent of the organ donor to use and disclose personal data on organ donors or recipients for scientific, educational and statistical purposes, and in the media in the manner which can reveal the identity of the person to whom the data refer. 	Comment by Mariam Mchedlishvili: Archil????
. 
8) Medical doctors treating the recipient of organs shall be allowed to have an insight into the medical records of the donor of organs for medically justified reason.

Chapter III. LIVING ORGAN DONATION

Article 15. General rules

1) Procurement of organs from a living person may be carried out solely for the therapeutic benefit of the recipient, and where there is no suitable organ available from a deceased person and no other alternative therapeutic method of comparable effectiveness.
2) Organ procurement from live donor may be carried out only if all following requirements are met;  
a) organ donor is an adult capable of work, citizen/resident in Georgia;  
b) organ donor is genetically or emotionally related to the recipient
c) organ donor has provided a written consent based on the free will and after being fully informed about the details regarding the risks of organ donation; 
d) medical and psychosocial evaluation and risk assessment is performed for the life and health of organ donor and it has been determined that there is no significant risk for his mental of physical health;  
3) eligibility for genetically related living donation is approved by the Council for Living Donation 	Comment by Mariam Mchedlishvili: ???? how many councils????
4)  Statement on consent for emotionally related living organ donation is verified/certified by the Civil Court. 

Article 16. Donor relationship with the recipient
1. Organ removal from a living donor may be carried out for the benefit of a recipient with whom the donor is in a kinship relationship or – in a close personal relationship (emotionally related). 
2. Persons, considered as in a kinship relationship to the recipient referred to in paragraph 1 of this article are as follows:
a) Spouse of the recipient if at least one year has passed since the registration of the marriage;
b) Genetic relative of a recipient (a child, a mother, a father, a grandchild, a grandmother, a grandfather, a brother, a sister, a niece, a nephew, a brother or a sister of a mother, a brother or a sister of a father, or a cousin); 
c) Adult child, mother (mother-in-law), father (father-in-law), grandchild, grandmother, grandfather, sister (husband’s sister/wife’s sister), brother (husband’s brother/wife’s brother) of the spouse of a recipient, spouse of the child (daughter-in-law/son-in-law), spouse of the grandchild (daughter-in-law/son-in-law), husband of the sister, wife of the brother of a recipient if at least 2 years have passed since the marriage was registered.
3. Person, considered as a person with a close personal relationship (emotionally related) to the recipient referred to in paragraph 1 of this article are those - who has at least 2 years of close, personal and stabile emotional relations with the recipient and it is proven and consented by the designated Court.
4. Organ transplantation from a person who has a close personal relationship with the recipient (emotionally related) – as defined of paragraph 3 of this article, maybe performed in case/unless a live donor is not found among the persons referred of paragraph 2 of this article and there is no available alternative method for the preservation of life of the recipient, cure his/her serious illness, stop the progression of the disease or improve his/her health conditions.   

2) Organ removal from a living donor may be carried out for the benefit of a recipient with whom the donor is in a kinship relationship or – in a close personal relationship (emotionally related). 
3) Persons, considered as in a kinship relationship to the recipient referred to in paragraph 1 of this article are as follows:
a) Spouse of the recipient if at least one year has passed since the registration of the marriage;
b) Genetic relative of a recipient (a child, a mother, a father, a grandchild, a grandmother, a grandfather, a brother, a sister, a niece, a nephew, a brother or a sister of a mother, a brother or a sister of a father, or a cousin);
c)  Adult child, mother (mother-in-law), father (father-in-law), grandchild, grandmother, grandfather, sister (husband’s sister/wife’s sister), brother (husband’s brother/wife’s brother) of the spouse of a recipient, spouse of the child (daughter-in-law/son-in-law), spouse of the grandchild (daughter-in-law/son-in-law), husband of the sister, wife of the brother of a recipient if at least 2 years have passed since the marriage was registered.
3. Person, considered as a person with a close personal relationship (emotionally related) to the recipient referred to in paragraph 1 of this article are those - who has at least 2 years of close, personal and stabile emotional relations with the recipient and it is proven and unequivocally verified by the Council for Living Donation and consented by the designated Court.
4. Organ transplantation from a person who has a close personal relationship with the recipient (emotionally related) – as defined of paragraph 3 of this article, maybe performed in case/unless a live donor is not found among the persons referred of paragraph 2 of this article and there is no available alternative method for the preservation of life of the recipient, cure his/her serious illness, stop the progression of the disease or improve his/her health conditions. 
5. Claimed relationship between the potential donor and the recipient must be verified in line with standardized protocol laid down by the order of the minister.
6. Where claimed relationship referred to paragraph 5 of this article cannot be proven, the donation shall not proceed.
6. By the derogation to paragraphs 1-3 of this Article, a kidney from a live donor, which due to incompatibility reasons cannot be transplanted to a recipient with whom the donor is in a kinship relationship or –  in a close personal relationship, may be transplanted to a recipient with whom the donor is not in a kinship relationship or – in a close personal relationship, within the (inter) national licensed kidney cross-donation program, in a manner and under the conditions prescribed by the order of the minister.
5. By the derogation to paragraphs 1-2 of this Article, a kidney from a live donor, which due to incompatibility reasons cannot be transplanted to a recipient with whom the donor is in a kinship relationship may be transplanted to a recipient with whom the donor is not in a kinship relationship, within the kidney cross-donation program, in a manner and under the conditions prescribed by the order of the minister.
6. 
7. Kidney cross-donation program shall be coordinated and managed by the National Living Donation/Donor Committee. 

Article 17. Counselling and information for live donor

1. The procurement of an organ from living donor shall be carried out only upon donor’s written and fully informed consent for donation given in free will and deprived of any inducement and coercion.
2. The procurement of an organ from living donor shall be carried out only upon donor’s written and fully informed consent for donation given in front of the designated Judge, in free will and deprived of any inducement and coercion. 

3. Prior to consent for donation prospective living donor must be provided with an independent counseling and impartial advice on the risks associated with donation, donor rights and obligations, given by the Living donor adviser. 
4. Counseling referred to paragraph 2 of this article must include all information relevant for living donation process, its purpose and nature, expected outcome, short-term and long -term medical and psychological risks for his own health and wellbeing, potential risks and complications to the intended recipient, alternative treatment to the intended recipient, contraindications that might prevent donation, and donors’ rights, safeguards and obligations.

5. 4.	Documentation about the counseling process and informed consent of the living donor is the part of the medical documents. Processing of these documents and its keeping should be performed based on the Georgian legislationCounseling process must be recorded in the donor medical record/file, in line with the Living Donor Informed Consent Check List that make part of the National Manuel for Living Donation to be issued by the minister.

6. The freedom of the donor to withdraw at any time from the donation process without consequences should be clearly written and explained.

Article 18. Evaluation of the risk for donor 

1) Before organ procurement, appropriate medical and psychosocial evaluation shall be carried out to assess and reduce physical and psychosocial risks associated to donation and protect the health of the donor. 

2) The removal shall not be carried out if there is a serious risk to the life or mental or physical health of the donor.
3) Medical evaluation shall be performed at the referring transplant center licensed for living donor transplantation. 

4) Psychosocial evaluation shall be performed by the NLDC and shall be specifically aimed at assessment of the donor-recipient relationship; competency, knowledge and understanding of donation risks and benefits; psychological functioning, motivation and expectation; and social support. 

5) The claimed relationship between the potential donor and the recipient must be verified in line with operating procedures and, where it cannot be proven, the donation should not proceed. 
2. The results of the medical and psychological evaluation reffered to paragraf 1 of this Article should be investigated/checked by the National Council for Living Donation/Civil court.
3. The removal shall not be carried out if there is a serious risk to the life or mental or physical health of the donor.

4. The criteria and rules for medical and psychological examination of a live donor consent and/or refusal of live donation should be determined by the instruction on the live donation - approved by the order of the Minister.  

6) If the genetic relationship is not conclusively established after evaluating the documentary        
evidence, HLA testing shall be performed.

Article 19. Approval for living donation by the independent body 
1) All living donation must be approved by the Council for Living Donation. 

2) Council for Living Donation shall consist of the Psychologist, Social worker and Living Donor Advisor, with a proven competencies, skills and training in the counselling and psychosocial evaluation of living donors.

3) Council for Living Donation shall be appointed and paid for its service by the Ministry.

4) Council's approval for living donation shall be issued based on the thorough verification of all relevant documentation and results of the donor counseling, medical assessment and psychosocial evaluation conducted in line with requirements of this Act. 

5) Approval for living donation shall be issued based on unequivocally decision of Council's members. If one of the Council member oppose the approval for donation shall not be granted. 

6) The procedures and criteria for the medical and psychosocial assessment of health status and the risk of a living donor for the purpose of approval shall be defined by the order of the minister. 

Article 20. Court judgment 

1) Prior to organ donation, donor must give his/her written statement on consent for voluntary and unpaid organ donation, in front of two witnesses and entitled Judge of the Civil Court. 

2) A court shall deliver a judgment on the legitimate of living organ donation based on donor’s written statement on consent for voluntary and unpaid organ donation, in accordance with the procedure established with the Civil Procedure Code of Georgia.
 
3) The High Council of Justice of Georgia shall provide the professional training of judges in the field of the organ transplantation and establish standard for the specialization for judges to be entitiled.

Article 20. Court consent to living organ donation

1. Organ transplantation from a donor to the emotionally related recipient could be performed in case of the presence of the relevant court consent.
2. A court shall deliver a judgment on giving consent to living organ donation based on donor’s written statement on voluntary and unpaid organ donation and in accordance with the Civil Procedure Code of Georgia. 
3. The High Council of Justice of Georgia provide the professional retraining of judges in the field of the organ transplantation and establish standard for the specialization for judges.
4. A court shall review case on giving consent to living organ donation in accordance with the procedure, established with the Civil Procedure Code of Georgia.


Article 21. Living donor follow-up 

Appropriate medical follow-up shall be provided to living donor after organ donation, in line with procedure laid down by the order of minister (National Protocol for Living Donation)

Article 22. Living Donor Registry 

All living donations must be recorded in the donor medical File/record and Living Donor Registry, in a manner defined by the order of minister (National Protocol on living donation) 	Comment by Mariam Mchedlishvili: ????


Chapter IV. DECEASED ORGAN DONATION

 Article 23. General rules

1. Obtaining organs from the deceased can only be done after diagnosis and declaration of death carried out in accordance with the provisions of this Act, the ethical requirements, scientific advances in the matter and the generally accepted medical practice.	Comment by Mariam Mchedlishvili: With NATIONAL PROTOCOL FOR DETERMINATION OF DEATH

2. Organs from the deceased can not be obtain unless consent requirements for donation are met in line with this Act.

3. The medical staff caring for the dying patient must ensure that organ (and tissue) donation process is carried out to an exemplary standard and in a way that respects the patient and is sensitive to the needs of the family and everyone else involved. This requires expertise in donation, good and trustful communication and a strong professional commitment to the quality of the process. 

Article 24. Family approach and Consent Requirements  
1) Donor family of dying patient must be timely and properly informed in a sensitive manner on all steps of end of life care decision-making process, regardless of the organ donation. If death seems likely, the family should be forewarned of this. If brain death seems likely, this process should be explained in simple, everyday language.
2) Emotional and social support should be made available to families of all patients dying in the ICU settings, regardless of organ donation.
3) Donor coordinatorMedical institution must provide potential donor’s family with all information regarding consent requirements for organ donation in line with provisions of the Act, their role in decision making process on organ donation, the status of deceased in the Donor Registry, the course of donation process and benefits for potential recipients.	Comment by Mariam Mchedlishvili: Medical insitution
4) Organ(s) maybe procured from deceased who is registered as an organ donor in the State Organ Donor Registry,.  
5) Family has no right to overrule the wish of deceased person who is registered in the State Donor Registry as an organ donor, unless a sincerely held objection. 	Comment by Mariam Mchedlishvili: ??????  Archil
6) By derogation of the paragraph …….organs may be procured by deceased who is not registered in the State Donor Registry if there is no evidence that organ donation is contrary to his/her ethical values, and  if  the close relative consent to organ donation
7) Close relative referred to the paragraph 6 of this article, entitled to consent to organ donation are listed here in a hierarchical order:
	a) Spouse;
	b) Child;
	c) Parent; 
	d) Grandchild, great-grandchild;
	e) Brother, sister;
	f) Nephew, niece;
	g) Grandmother, grandfather;
	h) Uncle, aunt; 
	i) Cousin.

8.) The persons listed in paragraph 7 of this article shall be entitled to take a decision on deceased’s organ donation only if the predecessor(s) is not alive or is not able to make a decision within the timeframe for donation. Decision of close relative should reflect deceased will and values.

9.) If there are several family members with equal rights, organs of the deceased shall not be donated, even in case of the single refusal;

10.) Organ(s) from deceased who is not citizen of Georgia may be procured for transplantation only upon the written consent of the close relative (spouse, parent, brother, sister, adult child of the deceased person). 
11.) Organ(s) from a deceased minor may be procured for the purpose of the transplantation if there is a written consent from both parents, if they are alive;
12.) Organ(s) from a deceased non-capable adult may be procured for the purpose of transplantation if there is a written consent from a legal representative or guardian;
13.) The consent for organ donation must be signed by an entitled person, and should specify organs (and tissues) for which consent has been given. The consent document must be part of the medical file of deceased person.
14.) Organ(s) may not be procured for the transplantation from an unidentified and homeless deceased. 

25. Notification on imminent (brain) death 	Comment by Mariam Mchedlishvili: ???? 
All intensive care staff should be alert to the possibility of organ donation and must notify donor designated specialist without any delay, on each imminent (brain) death to enable timely consideration of organ donation, in line with hospital’s standard operating procedure.
26. Potential Organ Donor Management 

1. Optimal (hemodynamic/physiological/somatic) management of potential organ donor and its organ protective therapy must be ensured to preserve the opportunity for organ donation.

2. Optimal donor management referred to paragraph 1 of this article must be provided under shared responsibility of treating intensivist and donor designated specialist, in line with the National Protocol for Deceased Organ Donation, jointly issued by the critical care society and neurology society which is proved by the order of the Minister., .


Article 27.  Declaration of death

Person may be declared dead upon the determination of permanent cessation of vital circulatory and respiratory functions, or the permanent cessation of vital neurological functions (hereinafter; brain death), confirmed by properly qualified and skilled doctors, in line with provision of this Act. NATIONAL PROTOCOL FOR DETERMINATION OF DEATH.	Comment by Mariam Mchedlishvili: Or “and”

Doctors referred to in paragraph 1 of this article must meet following conditions:

· Specialist in intensive care medicine with at least 5 years of the working experience in intensive care medicine and management of patients with a devastating brain injury, additionally trained in determination of brain death;
                     
· specialist in neurology/or neurosurgery with at least 5 years of the working experience in intensive care medicine and management of patients with a devastating brain injury, additionally trained in determination of brain death;
Doctors involved in the determination of death shall not be involved in organ procurement, transplantation or care for recipients;
Determination of death shall be carried out (if it is going to be made at all) according to the same standard, as set out by the national diagnostic protocol for determination of death, regardless of whether or not donation is to occur. 

Article 30. Documentation on the determination of death
Determination of death must be duly documented to demonstrate explicitly that all criteria for determination of death, set out by the NATIONAL PROTOCOL FOR DETERMINATION OF DEATHthis Act, are fully met.
The Form for determination and declaration/certificate of death makes part of Annex1 of this Act.	Comment by Mariam Mchedlishvili: It is already defined by the legislation of Georgia
Article 31. Organ donation 
Following the declaration of death, all treatment and resuscitation attempts should cease and donor organs may be recovered provided the requirements of consent and other ethical and legal requirements outline by this Act have been fulfilled.
If death has been declared, but a family voices religious objection to this declaration, the family should be informed that escalation of existing levels of treatment, including cardiopulmonary resuscitation, will not be provided.

Chapter V. NATIONAL PROTOCOL FOR DETERMINATION OF DEATH BY NEUROLOGIC CRITERIA (BRAIN DEATH)  
Article 32. Diagnosis preconditions;
Coma of known etiology and irreversible character. There must be clinical evidence or neuroimaging of brain injury compatible with the brain death situation.

Article 33. Neurological clinical examination;
The diagnosis of brain death always requires performing neurological examination that must be systematic, complete and extremely rigorous. Before starting the neurological clinical examination, it is necessary to assure the patient has:
1.  Hemodynamic stability
1. Adequate oxygenation and ventilation
1. Body temperature above 35ºC
1. Absence of metabolic and endocrinology disorders which could be causing the coma
1. Absence of substances or drugs that depress the CNS, which could be causing the coma
1. Absence of neuromuscular blocking agents

The fundamental findings in the neurological examination confirmatory for brain death are the following;
1. Arreactive coma 
1. No motor or vegetative response to the algesic stimului produced in the cranial nerve territory; there should be no decerebrate or decorticate posturing
1. Absence of brain stem reflexes:
1. photomotor,
1. corneal,
1. oculocephalic, 
1. oculovestibular, 
1. tracheal
1. Negative Atropine Test (the lack of response after intravenous administration of 0.04 mg / kg of atropine sulfate - no increase of more than 10% of the basal heart rate)
1. Apnea, demonstrated by the «apnea test», verifying that there are no chest or abdominal respiratory movements when PCO2 in arterial blood is greater than 60 mm Hg.

The presence of motor activity of spontaneous or induced spinal origin, does not invalidate the diagnosis of brain death.

Article 34. Conditions that hinder clinical diagnosis of brain death.

Certain clinical situations may jeopardize performance of the neurological examination making the clinical diagnosis of brain death uncertain. Such conditions are:
1. Patients with severe damage to the craniofacial structures or any other
circumstance that prevents the exploration of brainstem reflexes.
1. Intolerance to the apnea test.
1. Hypothermia (body temperature less than or equal to 32 ºC).
1. Intoxication or previous treatment with high doses of drugs or substances
1. Central nervous system depressants.

Article 35. Observation period.
Neurological examination must be repeated according to the following time intervals:
a) At three/six hours in the case of a known destructive injury.
b) At twenty-four hours in the case of anoxic encephalopathy.
c) If the use of drugs or CNS depressants is suspected, the observation period should be prolonged to the half-life of the drugs or substances present, and the conditions of the patient.
The observation periods outlined can be shortened or even omitted at discretion according to the ancillary instrumental tests performed.


Article 36. Instrumental ancillary tests.
From a scientific point of view, they are not mandatory, excluding the following situations:
1. those referred to in article 25. subparagraph c (central nervous system depressants)
1. absence of destructive brain injury demonstrable by clinical evidence or by neuroimaging.
1. when the causal lesion is primarily infratentorial the instrumental test to be performed (either electroencephalogram or flow test cerebral blood) must demonstrate the existence of an irreversible injury to the brain hemispheres 

The number and type of instrumental diagnostic tests to be used should be assessed individually, taking into account the particular characteristics of each case and the diagnostic contributions of the techniques used.  Instrumental diagnostic tests are sorted into two types:
1. Tests that evaluate neuronal function:
 a) Electroencephalography.
 b) Evoked potentials.
2. Tests that evaluate cerebral blood flow:
a) Cerebral arteriography of the 4 vessels.
b) Cerebral angiography by digital subtraction (arterial or vein)
c) Multislice Computerized Tomography, with or without brain perfusion study.
d) Cerebral angiography by Nuclear Magnetic Resonance.
e) Brain angiogammagraphy with radiopharmaceuticals crossing blood brain barrier 
f) Transcranial Doppler Sonography


Article 37. Uncomplicated diagnosis of brain death.
In the case of a coma of a known cause, after excluding conditions that could hinder the clinical diagnosis, (section 2.e), the patient presenting with clinical signs of brain death confirmed by instrumental tests can be diagnosed with brain death without having to wait for the observation period referred to in ………….


Article 38. Diagnosis of brain death in special situations.
In those clinical conditions in which there are circumstances that complicate or make the clinical diagnosis difficult (section 2.e), when there is no destructive brain injury demonstrable by clinical evidence or neuroimaging and when there is a cause of lesion that is primarily infratentorial, in addition to the neurological examination at least one confirmatory ancillary instrumental test should be performed.
1. Newborns, infants and children.

a) The clinical diagnosis of brain death in newborns, infants and children is based on the same criteria as in adults, although with some peculiarities. 
Neurological examination in neonates and young infants should include sucking and rooting reflexes. In neonates, especially preterm ones, clinical examination should be repeated several times as some brainstem reflexes may not be developed yet or may be of incipient appearance, which makes these reflexes very vulnerable.
In children up to 24 months of age, clinical examination for diagnosis of brain death will be carried out after checking that the requirement for body temperature specified in section 2.b. is met.

b) When instrumental diagnostic support tests are used in children, their technical peculiarities will be taken into account. Therefore, the tests should be adjusted according to age, clinical conditions, standards and international recommendations of various scientific societies.

c) The recommended observation period varies with age and instrumental tests performed:

1. Preterm infants: although there are no internationally accepted guidelines, a 48-hour observation period is recommended. This observation period may be shortened according to medical criteria and the supporting instrumental tests performed, and may even be omitted if a diagnostic test is performed which unequivocally shows absence of cerebral blood flow.

2. Neonates (from 37 weeks of gestation to 30 days of age): 24 hours.
This observation period may be shortened at the medical discretion, according to additional diagnostic instrumental tests performed, and may be omitted if a diagnostic test is performed which unequivocally shows absence of cerebral blood flow.

3. Children over 30 days to 24 months of age: 12 hours. This period of observation may be shortened or even omitted if a diagnostic test is performed which unequivocally shows absence of cerebral blood flow.


Article 39. Findings compatible with brain death

The following finding do not preclude determination of brain death:
· spinal reflexes — these can be either spontaneous or elicited by stimulation, including painful stimuli applied to limbs or sternum, tactile stimuli applied to palmar or plantar areas, neck flexion, limb elevation or hypoxia (such as during ventilation disconnection). Spinal reflexes are not to be confused with a pathologic flexion or extension response. Spinal movements may include:
· extension-pronation movements of the upper limbs or non-specific flexion of the lower limbs;
· undulating toe reflex (plantar flexion of great toe, followed by brief plantar flexion sequentially of second to fifth toes);
· Lazarus sign (bilateral arm flexion, shoulder adduction, hand raising to above the chest, and may include flexion of trunk, hips and knees);
· deep tendon reflexes;
· plantar responses, either flexor or extensor;
· respiratory-like movements (shoulder elevation and adduction, back arching or intercostal expansion) without significant tidal volume; and
· head turning;
 sweating, blushing, tachycardia;
 normal blood pressure without the need for pharmacological support; and
 absence of diabetes insipidus (DI) (preserved osmolar control mechanism).


Article 40. Findings incompatible with brain death
The following findings are incompatible with the presence of brain death:
 decerebrate or decorticate posturing;
 true extensor or flexor motor responses to painful stimuli; and
 seizures. 


Chapter VI. NATIONAL DIAGNOSTIC PROTOCOL FOR DETERMINATION OF DEATH BY CIRCULATORY CRITERIA 

Article 41. Diagnosis
1) The diagnosis of death by circulatory criteria will be based on the unequivocal confirmation of the permanent cessation/absence of vital circulation, for a period of no less than five minutes.
2) As a prerequisite for the diagnosis and declaration/certification of death by circulatory criteria, it must be verified that one of the following criteria is met:
a) Advanced cardiopulmonary resuscitation has been applied during a required period, in line with the CPR current national protocol, and has been unsuccessful. Required times for advanced cardiopulmonary resuscitation are defined by the CPR protocols that the competent scientific societies publish periodically.
or 
b) The performance of cardiopulmonary resuscitation maneuvers is not considered medically and ethically justifiable in accordance with relevant professional standards, published by the competent scientific societies.

3) The absence of circulation is demonstrated by the presence of at least one of the following findings:
a) Asystole in a continuous electrocardiographic tracing.
b) Absence of blood flow in invasive blood pressure monitoring.
c) Absence of aortic flow in an echocardiogram.

4.) If allowed by scientific and technical advances in the field, any other instrumental test that proves absolute diagnostic guarantee may be used.


Article 42. Maneuvers to maintain viability and preservation:
1) To start the preservation procedure, it is necessary for the team that the doctor responsible for the patient has left a written declaration/certification of death, specifying the time of death.
2) In cases where judicial authorization is necessary as specified in article……. the following will proceed:


Chapter VII. QUALITY AND SAFETY OF ORGANS 
Article 43. Professional standards 
All institutions involved in activities referred to paragraph 2 of the article 1 must develop and ensure compliance with standard operating procedure/protocols for their activities, that correspond with national protocols/Guidelines and requirements under the scope of this Act.
Article 44. Testing requirements 
1) All organ donors must be tested in line with testing requirements laid down by the order of minister.	Comment by Mariam Mchedlishvili: Is it National Protocol for deceased organ donation?
2) Testing of donor and (when appropriate) recipients shall be performed only in the laboratory with the relevant granted the right and which is under the relevant quality control – performed by the institution with the International Accreditation. Relevant Immunogenetic testing of the recipient and donor who already are on the National Expectancy List, should be done only in the laboratory that meets not only the standards set by this Law, but also, European Immunogenetic Standards (European Federation for Immunogenetics) and is accredited by the mentioned organization - for the performing of specific investigations and analysis for the purpose of the transplantation.         by the designated reference laboratory that fulfil specific requirements laid down by the order/governmental decree, and has been granted specific permission for donor testing. 
3) Article 45. Donor and Organ Characterization 

1) Prior to organ procurement a thorough assessment of donor and organ characteristic must be performed and timely communicated, as laid down by the order of minister.  	Comment by Mariam Mchedlishvili: Is it National Protocol for deceased organ donation?

2) Information on donor and organ characterization including any risk-benefit analyses undertaken must be stored for 30 years.

Article 46. Organ Procurement	Comment by Mariam Mchedlishvili: Does it apply to live donations?
1) 1. Procurement of organs should takes place only in the Medical Institution/Hospital which is granted the right for deceased or living donation. 
2) 2. Organs procurement should be carried out by the qualified, competent and trained procurement team.
3) Organs can be procured only by properly qualified, or competent and trained procurement team and within the framework of the State Transplantation Service.
4) Medical Institutions involved in organ (organs) procurement Procurement team must develop and apply with  standard operating procedures for at least the following:
a) Verification of the identity of donor;
b) Verification on compliance with consent requirements;
c) Thorough check of the donor and organs suitability;
d) Procurement, preservation, packing and labeling of organs 
e) Transportation of organs;
f) Traceability and data recording;
g) Notification, management and reporting of serious adverse events and reactions
h) Appropriate handling of material and equipment for procurement
i) Care and the reconstruction of the body of deceased person, after organ removal

Article 47. Preservation, packing, labeling and transportation of organs
Procured organ’s preservation, packing, labeling and transportation shall be performed in accordance with the requirements laid down by the order of minister, unless the procurement and transplantation are carried out in the same Institution.	Comment by Mariam Mchedlishvili: Is it National Protocol for deceased organ donation?
Article 48. Assessment of organ’s eligibility for transplantation 	Comment by Mariam Mchedlishvili: Does it apply to live donations?
1) Before proceeding to transplantation, the implanting surgeon must verify;	Comment by Mariam Mchedlishvili: Or the transplantation center
a.  the integrity of the organ and the suitability of the organ for the recipient
b. that donor and organ characterization are properly completed and recorded 
c. that preservation conditions during organ transportation have been maintained
d. that identity details on all documentation and tissue samples accompanying the organ are checked 

2) In circumstances where mandatory minimal information required for donor and organ characterization is not available, the transplant medical team may still consider using an organ for transplantation taking into account the benefit to the intended recipient of the donated organ, versus the risks posed by the lack of information available. The transplant surgeon must document in the recipient’s medical records: 	Comment by Mariam Mchedlishvili: Or the transplantation center
i. the decision and 
ii. the risk-benefit analysis undertaken.
In urgent cases, taking into account the benefit of the recipient, organ(s) of the deceased donor could be considered for the transplantation, if there are not available all characterizations defined by the order of the Minister.

Article 49.   Vigilance system 
All persons involved in the procedures referred to the Article 1, paragraph 2 of this Act are obliged to undertake all reasonable measures to reduce the risk of any disease being transmitted to a recipient and to avoid any action which may affect the quality and safety of organs intended for transplantation; 
All health establishments involved in the procedures referred to Article 1, paragraph 2 of this Law must have a vigilance system in place for the:
a) notification, management and reporting and of serious adverse events/reactions;
b) rapid alert and response to any serious adverse reaction or event (hereafter SARE);
c) removal/withdrawal of organs and preservation solutions that may cause SARE

All health establishments and professionals involved in activities referred to paragraph 2 of the article 1. must immediately report any suspicious of SARE to the STS and must take all possible measures to minimize any damage caused by SARE, in line with national operating protocol.	Comment by Mariam Mchedlishvili: Competent body/Ministry
National Operating Protocol for the timely notification, reporting and management of serious adverse event and/or serious adverse reaction shall be laid down by the order of the Minister. 
Protocol referred to the paragraph …of this article shall also specify the procedures for the notification of all relevant competent authorities involved in the management of measures related to serious adverse reactions or events to grantee interconnection between the notification system and management of corrective measures. 

When there is an exchange of organs between Georgia and other (EU member) state, the reporting of serious adverse events and reactions will be carried out in accordance with procedure agreed between competent authorities.	Comment by Mariam Mchedlishvili: Or agreement


Article 50.  Trainning and education 

1) All healthcare personnel directly involved at any stage from organ donation to transplantation or rejection of organs, must be properly qualified, or competent and trained to perform their tasks. 

2) The education curricula and specific trainning programs will be developed by the relevant professional societies and implemented under the State Educational Framework to ensure that all health personnel involved in any stage from donation to transplantation and care for organ recipients have the adequate qualifications, skills and competences. 

3) In particular, education curricula and specific training program shall be developed and implemented by the professional societies for intensive care medicine and neurology to ensure that determination of brain death and donor management are performed in a proficient, standardized and validated code of practice aligned with the most recent scientific knowledge, the best medical practice, the highest ethical standards, and in line with provisions of this Act.
Article 51. Traceability 
1) All institutions involved in activities referred to paragraph 2 of the article 1. are obliged to keep medical documentation and data records for all activities related to donors and organs procured, allocated, tested, and transplanted, disposed or rejected, in a manner that ensure the traceability of each donation and each organ(s) from the donor to recipient, or disposal/rejection, and vice versa; 
2) The records referred to in paragraph 1 of this Article must be kept for 30 years after the use of the organs, in electronic form or in writing. 

Chapter VIII: STATE TRANSPLANT SERVICE	Comment by Mariam Mchedlishvili: Ministry
Article 52. National Center for Substances of Human Origin
1) National Center for Substances of Human Origin shall be established by the Government to provide nationally coordinated round the clocks services and logistics for organ donation, procurement, allocation, vigilance, exchange, transportation and transplantation, at the country level.
2) Internal organization, tasks and functions, governance structure, and minimal requirements in terms of personnel, premises, technical equipment, quality and information (IT) system shall be defined by the governmental decree.

Article 53: Transplant Network 

1) All procurement center, transplantation centers and affiliated laboratories are obliged to collaborate within the Transplant Network, under the scope of this Act, and to have a written agreement with National Center for Substances of Human Origin.

2) Agreement referred to the paragraph 1 of this article shall specify the conditions for collaboration, roles and responsibilities, type of service that contracted parties are obliged to provide, and payment/funding model.
Article 54. Councils 
1) Councils for Deceased and Living Organ Donation, and Transplant Council shall be appointed by the ministry to facilitate implementation of the requirements under the scope of this Act.	Comment by Mariam Mchedlishvili: One Council for Organs and Tissues, and one for Living and Deceased Donations
2) The rules for council members' appointment, terms of reference and operating rules shall be laid down by the administrative order of minister.   
Article 55. State Information System (Digit-Transplant ) 	Comment by Mariam Mchedlishvili: Ministry
A digital information system (Digit -Transplant ) shall be designed and established by the ministry to enable centralized, integrated and comprehensive data management and operability of the National Center for Substances of Human Origin, in particular for the purpose of;  	Comment by Mariam Mchedlishvili: Functions and responsibilities of the digital system may be defined by order of Minister
a. generating national identification code to the candidates for transplantation, living or deceased donors and organ recipients 
b. patients registry at the national waiting list for transplantation and management of patients’ data/characteristics and status on the WL
c. registry of deceased donors and management of data of donor and organ characteristics including HLA typing
d. generating organ match list resulting from computer-based matching of donor characteristics with patients characteristics, in line with allocation rules and agreed medical criteria
e. ensuring digital data recording and traceability of organs from donation to transplantation, or disposal/rejection
f. management of follow up data of organ recipients /Transplant Recipient Registry)
g. management of follow up data of living donors /Living Donor Registry/
h. management of data on serious adverse events and serious adverse reactions 
i. periodic data analysis and annual reporting on activities carried out by the procurement and transplant centers .
2) State Information System (Digit-Transplant ) shall be operated by the NCSoHO, and will have restricted  accesses to authorized persons (in the procurement centers, transplantation centers, affiliated laboratories, and competent authorities -if appropriate).according the Law …..
3) State information systems may be used as hospital information system regarding their own data, when the corresponding hospital (procurement or transplantation centers) so require.	Comment by Mariam Mchedlishvili: All systems in Georgia are integrated to each other
4) State information systems shall comply with the provisions of regulation on personal data protection, confidentiality and statistical secrecy.

Chapter IX. LICENSING REQUIRMENTS 

Article 56. General and specific requirements
Human organ(s) may be procured and/or transplanted only in medical establishments that have been granted specific permission for the procurement of organs form deceased or living persons(hereafter procurement centers) and /or for organ transplantation (hereafter; transplant centers).

In order to be granted license/permission procurement centers and transplant centers must meet general and specific requirements laid down by the governmental decree.

Article 56. Granting of the right to carry out activities regarding organs donation, procurement and for organs transplantation 
1. Organ donation, procurement and transplantation should be carried out only in those Medical Institutions/Hospitals which are granted of the right to carry out above activities under the rules and conditions laid down by this Law and by rules and regulations defined by other Laws and by-laws.
2. Medical Institutions are granted the right about the performing of activities regarding the organ donation, procurement and transplantation, based on the document proving the implementation of relevant activity issued by the competent authorities – after the satisfaction of requirements defined by this Law and by rules and regulations defined by other Laws and by-laws.
3. The Transplantation Center is given the right about the activities defined by this Law based on the license by the competent authoritie.
4. A license for the activities described in the paragraph 3 of this Article should be issued and the license conditions would be defined in accordance with this Law and the Law of Georgia on “License and Permits”.
5. The license seeker mentioned in paragraph 3 of this Article, together with requirements defined by the legislation of Georgia, for the granting/receiving of the permission about its activities, must submit the Certificate about the compliance – proved by the order of the Minister. 
6. The right to perform the activities specified in paragraph 3 of this Article, Transplantation Center is granted separately - for living and deceased donations. 
7. The Certificate specified in paragraph 5 of this Article is issued for 4 years period. 
8. The Transplantation Center license form shall be determined by an order of the Minister.
Article 57. Procurement centers 
All Medical Institution/hospital holding authorizationrights for the medical service in the intensive care medicine, neurology and/or neurosurgery must meet specific requirements for organ procurement from deceased, and must participate in deceased organ procurement within the framework of the Transplant Network. 	Comment by Mariam Mchedlishvili: permits

Article 58. Transplantation
1. Organ should be transplanted only in the Transplantation Center.
2. Requirements for the Transplantation Centers to perform relevant activities/license, includes technical requirements for the authorization in terms of the building/infrastructure, equipment/facilities, personnel, quality and safety system, minimal activity standards and should be laid down by the order of the government.Application procedure  
The request for the granting or renewal permission for organ procurement and/or organ transplantation should be submitted to the Competent Authority, in line with procedure laid down by the order of minister/governmental decree.
Permission will be granted for a limited period, and upon verification that Medical Institution/hospital meet general and specific requirements for organ procurement or/and transplantation, based on the findings of the on-site inspection carried out by the relevant Competent Authority.
1. The License In Addition to the components, provided by the legislation of Georgia, the permission issued for organ procurement and/or for human organ transplantation must contain, as a minimum;
a. The type of activity for which the medical establishment is granted permissionlicense
b. The type of  donation (deceased or/and living)
c. The type of transplant program (kidney, liver, heart etc.) 
d. The type of recipients (adult, children)
e. The name of the responsible person(s) 
f. License/permission duration, according to the period of validity determined by the competent authority.

Article 59. Registry of licensed centers

The ministry will develop and maintain a registry of licensed procurement centers and transplant centers and medical institutions, which according to the Georgian Legislation  have right of organ procurement, which will be accessible to the public.

Any type of substantial modification that occurs in the activities, conditions, personnel or operating protocols of the transplant/or procurement center must be reported to the Ministry, and may lead to the review of the license/permission, and even its extinction, even if the period of validity has not expired.	Comment by Mariam Mchedlishvili: It is regulated according the Law on License and Permits

The granted license/ permission shall be suspended or withdrawn if inspection or control measures reveals that the Medical Institution/hospital does not meet general and/or specific requirements set by this Act and the governmental decree.

Chapter X. COMPETENT AUTHORITY

Article 60. Ministry
1. The Ministry defined by the legislation of Georgia in the field of human organ transplantation is responsible for fulfilling the requirements established by this Law, by-laws and for the implementation of requitrements established by other by-laws.
2. The Ministry is responsable for the implementation of the following tasks:The ministry is competent for the implementation of this Act and its by-laws.
Under the scope of this Act, the Ministry shall perform the following specific tasks;
a) Establish and ensure the full operability of the NCSoHO 	Comment by Mariam Mchedlishvili: Ministry
b) Set up national information system (digit-Transplant); integrated within e-health system  
c) Set up, promote and maintain State Organ Donor Registry
d) Provide information and raising awareness education in organ donation, for public and professionals  
e) Ensures preparation of education curricula and training for professionals under the State education framework ;
f) Provide an instruction for the funding model and negotiate budget for the STP	Comment by Mariam Mchedlishvili: ????
g) Ensures the Safety and Quality framework for organ donation/transplantation
h) Set up and operates the system for monitoring outcomes and performance in deceased organ donation and transplantation.
i) Supervise implementation and enforcement of this Law and implementing bylaws;
j) Exercise of other powers provided by this law and implementing bylaws
k) Establish (if appropriate) international (cross boarder) organ exchange 
l) Grant, suspend or revoke license/permission for organ procurement or/and organ transplantation. it if not complying with the requirements of the Georgian legislation;	Comment by Mariam Mchedlishvili: Georgian Law on License and Permits
m) 
n) Set up and operates the system for licensing and inspection 
o) Set up and keep updated registry of licensed  centers 
p) Supervise the work of State Transplant Service, in particular the organ allocation and cross border organ exchange (if appropriate)	Comment by Mariam Mchedlishvili: ???? 

Article 61. Delegated tasks	Comment by Mariam Mchedlishvili: Archil
The Ministry may delegate, part or all of the tasks referred in article ….. to another regulatory body/ institution(s) which is deemed suitable under the Georgian legislation. Such an institution may also assist the competent authority in carrying out its functions. 

Article 62. Funding of procedures defined by the Law 
The procedures defined by this Law are financed from the State Budget - in the framework of the State Public Program. 
1) The establishment and functioning of the State Transplantation Service including development and maintenance of the integrated, digital, information system (e-Transplant) shall be funded from the State Budget specifically allocated, by the Georgian Government, for that purpose.
 
2) Medical procedures carried out under the scope of this law shall be funded within the framework of the State Transplantation Program in line with instruction on the payment model and tariffs/costs, issued by the decision of ministers.
      
Chapter IX. SUPERVISION, INSPECTION AND CONTROL MEASURES
Article 63. General rules for performing inspection and power of the inspector
1) All institutions involved in activities under the scope of this Act shall be inspected on the regular basis at least once every two years.

2) Inspection shall be performed by dedicated inspector officials representing the Competent Authority. 

3) Inspectors shall be empowered to:
a) inspect establishments and the facilities of any collaborating third parties 
b) evaluate and verify the procedures and the activities carried out under the scope of this Law 
c) examine any documents or other records relating to the requirements of this Act
d) to grant,  suspend or withdraw the authorization 	Comment by Mariam Mchedlishvili: ????
e) to issues corrective measures and control its implementation 
f) to issue penalties 

4) The requirements in terms of qualification, professional training of inspectors referred to in paragraph 1 of this Article, and the guidelines regarding the performance of the inspection referred to in this Article are prescribed by the by-law. (Decision on T&C inspections 2010/453)

Article 64. Inspection in case of serious adverse reaction or serious adverse event
1) Inspector shall carry out inspection in every case of serious adverse reaction or serious adverse event. Such an inspection shall be organized and control measures shall be carried out at the duly justified request of the competent authority or authorities in another Member State in any such case.	Comment by Mariam Mchedlishvili: ????? Archil


2) Competent Authority shall, upon the request of another Member State or the Commission, provide information on the results of inspections and control measures carried out in relation to the requirements of this Act.	Comment by Mariam Mchedlishvili: Archil

Article 65. Healthcare Establishment’s obligations in process of inspection


1) Healthcare Establishment shall provide the inspector the uninterrupted performance of duties in accordance with this Law, and allow unrestricted inspection of premises, equipment, medical records and other records kept in accordance with the law.

2) The inspector referred to in paragraph 1 of this Article shall be entitled, in order to prevent the possible concealment of evidence, seize objects, as well as medical records and other records kept in accordance with the law, with the obligation to issue a certificate on their temporary seizure.
 
Article 66. Report

1) Inspector shall write a report on the inspection and actions taken, containing the inspection findings.

2) The report referred to in paragraph 1 of this Article is submitted to the inspected Establishment, 

3) Inspector shall, based on the report referred to in paragraph 1 of this Article, make a decision to impose measures, actions and deadlines for the implementation of ordered measures.

Article 67. Inspector’s independency (autonomy)

1) Inspector is independent in his work within competences specified by this law and by-laws implementing this law.

2) Inspector shall act conscientiously and impartially in performing inspection, and keep as official secret the information obtained in the course of supervising and especially personal data and data on health of donors or recipients of reproductive cells, tissues, embryos, in line with the regulations governing personal data protection.      


Chapter X. PENAL PROVISIONS	Comment by Mariam Mchedlishvili: Archil
Article 68. Criminal Offences (to be checked in the Criminal LAW)
1) Persons who use force or threats, who mislead or delude, who abuse power, trust, dependency or another person’s dire circumstances, who retain identification documents or give or take money or other benefits in order to force a person contrary to his/her free will to consent in writing to giving organs during their lifetime for the purpose of transplantation to the former or any other person, if an organ is procured on the basis of such consent in writing, or who force a person contrary to his/her will to consent in writing to give organs after his/her death for the purpose of transplantation to the former or any other person, shall be sentenced to imprisonment from two to ten years.
2) If the victim of an offence referred to in paragraph 1 of this Article is a minor, the perpetrator shall receive the statutory sentence for such offence even if he/she did not use force, threats or any other devices listed above.
3) If the victim of an offence referred to in paragraph 1 of this Article is a minor, the perpetrator shall be sentenced to imprisonment for minimum three years.
4) If an offence referred to in paragraphs 1 and 3 of this Article caused grievous bodily harm to the donor, the perpetrator shall be sentenced to imprisonment from three to 15 years.
5) If an offence referred to in paragraphs 1 and 3 of this Article caused death of the donor, the perpetrator shall be sentenced to imprisonment for minimum ten years.
6) Persons who perpetrate offences referred to in paragraphs 1-3 of this Article as members of an organized group shall be sentenced to imprisonment for minimum five years.
Article 69.
1) Persons who against any form of consideration give or offer an organ of their own or of another person for the purpose of transplantation, or who recruit, transport, transfer, deliver, sell, buy, broker the sales or act as go-betweens in any other way in organ transplantation or who participate in a transplantation procedure which is the object of commercial trade shall be sentenced to imprisonment from two to ten years.
2) If the victim of an offence referred to in paragraph 1 of this Article is a minor, the perpetrator shall be sentenced to imprisonment for minimum three years.
3) If an offence referred to in paragraphs 1 and 3 of this Article caused grievous bodily harm to the donor, the perpetrator shall be sentenced to imprisonment from three to 15 years.
4) If an offence referred to in paragraphs 1 and 3 of this Article caused death of the donor, the perpetrator shall be sentenced to imprisonment for minimum ten years.
5) Persons who perpetrate offences referred to in paragraphs 1-3 of this Article as members of an organized group shall be sentenced to imprisonment for minimum five years.

Article 70.
1) Persons who graft an organ or participate in the grafting of an organ to a person who did not consent in writing to organ grafting, or who procure an organ or participate in the procurement of an organ from a deceased person in whom brain death was not diagnosed and determined according to the procedure laid down by this Law, or who procure an organ or participate in the procurement of an organ from a deceased person who during his/her lifetime objected to organ procurement or for  whom a family member or another close person did not give consent in accordance with this Law shall be sentenced to imprisonment from two to ten years. 
2) If the victim of an offence referred to in paragraph 1 of this Article is a minor, the perpetrator shall be sentenced to imprisonment for minimum three years.
3) If an offence referred to in paragraphs 1 and 3 of this Article caused grievous bodily harm to the donor, the perpetrator shall be sentenced to imprisonment from three to 15 years.
4) If an offence referred to in paragraphs 1 and 3 of this Article caused death of the donor, the perpetrator shall be sentenced to imprisonment for minimum ten years.
5) Persons who perpetrate offences referred to in paragraphs 1-3 of this Article as members of an organized group shall be sentenced to imprisonment for minimum five years.

Article 71. Infringements (to be defined by the administrative law of Georgia)
1) A fine in an amount between …… and ----shall be charged for infringement to a legal entity - health establishment if they:
a. engage in organ procurement, characterization, testing, allocation, transportation and transplantation, without authorization obtained in accordance with this Law  (Article , paragraph );
b. render the services of organ procurement, characterization, testing, allocation, transportation and transplantation, as a profit services (Article ---);
c. exchange organs contrary or without international agreement on organ exchange, or contrary to the provisions of this Law, or 
d. offer, give or take pecuniary consideration or any other tangible or intangible benefits in the organ exchange procedure other than compensation for necessary costs for organ procurement, processing, preservation, and distribution for transplantation in accordance with such international agreement (Article---, paragraphs ----); 
e. advertise the need for organs and to advertise donation, whether against pecuniary compensation or other forms of tangible or intangible benefits or not, or advertise health establishments and health care professionals who carry out transplantation procedures, in the media and in other advertisement outlets or in any other way (Article ----, paragraph --);
f. fail to take all necessary measures to prevent or reduce the risk of transmission of communicable or other diseases to the organ recipient (Article ---); 
g. fail to monitor serious adverse reactions and serious adverse events and forthwith notify any suspected serious adverse reactions and serious adverse events to the State Transplant Service and Competent Authorities, or 
h. fail to keep records of each individual serious adverse reaction and serious adverse event for each donor and recipient, or fail to ensure traceability of transplanted organs and shall keep records thereof (Article --- paragraphs ----); 
i. collect, process, maintain, keep and use data on organ donors and recipients for purposes other than transplantation (Article ----- paragraph …);
j. collect, process, maintain, keep and use data other than those that relate to the part of transplantation-related activities they perform (Article -------, paragraph …);
k. fail to ensure the protection of data they maintain or have access to or which they exchange (Article ---, paragraph ..);
l. fail to keep organ donor and recipient data referred to in Article --- of this Law, of fail to keep the full medical documentation required under this Law for at least 30 years or destroy such documentation before the time specified for destruction of documentation under this Law (Article -- paragraph ); 
m. use and disclose organ donors’ and recipients’ personal data for scientific, educational and statistical purposes and in the media in a way which enables identification of persons to whom such data relate without written consent of the donor or the recipient, as the case may be (Article ----); 
n. fail to carry our determination of death in compliance with NPDD
o. fail to timely notify State Transplantation Service on deceased donor 
p. fail to carry out the procedure of procurement, verification of ………., organ labelling, packaging, transportation and transplantation in compliance with Standard Operating Procedures (Article ---- paragraph --);
q. enable organ procurement from a living donor in violation of Article … of this Law;
r. enable organ procurement from a living donor when there is a risk for his/her life and health beyond acceptable limits according to the medical criteria, i.e. if the risk for a living donor’s life and health is disproportionate to the expected health benefit for the recipient (Article --- paragraph ---);
s. enable organ procurement from a living donor without his/her written consent or if health establishments fail to keep a donor’s written approval as medical documentation in accordance with the law (Article ---- paragraphs --);
t. enable the procurement of organs of deceased persons with no compliance with consent requirements  (Article ----); 
u. enable the procurement of organs of underage persons or of persons with diminished capacity, as well as of persons of age who were declared partially or fully incompetent during their lifetime by a competent authority, without written consent from their parents or legal representatives (Article );   
2) For the infringement referred to in paragraph 1 of this Article, the responsible person at a health establishment shall be charged a fine in the amount ----------------.
3) For the infringements referred to in paragraph ---------of this Article, a health care professional or other person shall be charged a fine in the amount of …………………
Article 72.
1) A fine in the amount of ----------- shall be charged for infringement to a natural person if such person: 
a. fails to keep organ donor and recipient data as official secret (Article -----);
b. disclose data on the deceased organ donor or member of his family to the recipient, or disclose personal data on the organ recipient and his family to the family of the deceased organ donor, or disclose personal data on donors or recipients, as well as data on persons notified of intended or possible transplantation, unless provided otherwise by this Law (Article---- paragraphs );
c. Initiate the procedure of organ procurement from a deceased person in breach of Article--of this Law.
d. fail to notify donor coordinator on the imminent death in line with the requirements of this law
e. fail to discuss the possibility for organ donation when medical and ethically justified
f. fail to provide a minimal data on donor and organ characterization 
g. fail to comply with SOPs, operating protocols and professional standards, and ethical principles  under the scope of this law------
Article 73
1) A fine in the amount of --------shall be charged to an entrepreneur who engages in organ procurement, distribution, grafting, matching or tissue typing, transplantation.
2) In addition to the fine referred to in paragraph 1 of this Article, such entrepreneur shall be injuncted from pursuing health care activities for three years.
[bookmark: _GoBack]
Chapter XI. TRANSITIONAL AND FINAL PROVISIONS
Article 74. Transitional provisions
1) The Ministry shall adopt implementing laws within -------- after the enactment of this Law, to address following :
a. governance structure and requirements for the State Transplantation Service
b. procedure for registration to the Donor Registry
c. allocation rules and Waiting list management;
d. national operating procedure/Manuel for Living Donation
e. national operating procedure/Manuel for Deceased Donation 
f. protocol for the management of serious side effects and serious side reactions;
g. qualifications and training of inspectors
h. payment model and costs for organ procurement and transplantation Service

2) All health establishments designated to carry out activates referred to article 2. shall bring their work organization and their general enactments in compliance with the requirements of this Law and shall be granted authorization within 18 months of the date when this Law comes into force.

3) Healthcare establishments entitled or designated to perform activities under the scope of this, shall meet all requirements and have been granted authorization  within 18 months after the enactment of this law

4) National Center for Substances of human origin/State Transplantation Service shall commence with its operations …….. at the latest

5) Competent authority shall set up all procedures and ensure implementation of all measures under their responsibility within ------after the enactment of this law.

6) Transplantation procedures initiated prior to the date when this Act comes into force shall be completed in accordance with the regulations, which were in effect prior to the date when this Act comes into force.

Article 75. Final Provisions
1. This law, expect for paragraph 2 of the article 52, shall enter into force upon promulgation.

2. Paragraph 2 of the article 52 shall enter into force on … Georgia in EU.



