
LAW ON HUMAN ORGAN TRANSPLANTS
I. GENERAL PROVISIONS

Article 1
The 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.
Article 2
The law applies to the donation, testing, characterization, procurement, preservation, allocation, transport and transplantation of organs intended for transplantation.
The provisions of the Law do not apply to reproductive organs, embryonic or fetal organs. 
Article 3
The procedures referred to in Article 2, paragraph 1 shall be carried out only if medically justified, or if it is the most-effective method of medical treatment.
The procedures referred to in Article 2, paragraph 1 of this Article shall be carried out only in accordance with the rules and conditions laid down by this Law.

Article 4
The provisions of the law are aligned with the European Union Directive 2010/53/EC of the European Parliament and of the Council of 7 July 2010 on the quality and safety standards of human organs intended for transplantation (OJ L 243, 16.9.2010)

Article 5
The terms used in the Law shall have the following meaning:
1) Donor means a person who donates one or several organs,  whether donation occurs during lifetime or after death;
2) Donation means donating organs for transplantation;
3) Donor characteristics means 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;
4) Organ means 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 requirments of structure and vascularization; 
5) Organ characteristisation means the collection of the relevant information on the characteristics of the organ needed to evaluate its suitability, in order to undertake  proper risk assessment and minimize the risks for the recipient, and optimize organ allocation. 
6) Procurement means a process by which the donated organs become available;
7) State Organ donation/procurement Services - means a legal entity of public law delegated/entitled by the competent authority (Ministry) to provide nationally coordinated medical services for organ donation, procurement and organ allocation related procedures, under the scope of this Law.
8) Organ allocation - means distribution of deceased organs according the national allocation policy.
9) Organ allocation system - means computer system that matches donors and recipients data according the national allocation policy and provide a match list for that specific donor.  
10) The national allocation policy - means nationally agreed rules for matching the donor's characteristics to those of a patient awaiting an organ to ensure fair and optimal distribution of donated organs, in line with internationally accepted professional standards,
11)  Preservation means the use of chemicals (agents), alteration in environmental conditions or other means to prevent or retard biological or physical deterioration of organs from procurement to transplantation;
12) Disposal -means the final placement of an organ where it is not used for transplantation 
13) Recipient -is a person who receives a transplant of an organ
	14) serious adverse event’ means 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, hospitalisation or morbidity; 
15) serious adverse reaction’ means 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, hospitalisation or morbidity;
16) Operating procedures means written instructions describing the steps of a particular process, including the materials and methods to be used, and the expected end outcome;
17) Transplantation means a process intended to restore certain functions of the human body by transferring an organ from donor to a recipients;
	



	
	


18) Transplantation center means a hospital or unit/team or hospital authorized for transplantation of organs by the competent authority, under this law. 
19) Authorisation’  means licence/permision for carring out procedures under the scope of this Law, issued by the Competent Authority
20) Traceability means the ability to locate and identify the organ at each stage of the chain or from donation to transplantation, or disposal destruction, including the ability to:
· identify the donor and the procurement organization 
                   -  identify the recipient(s) at the transplantation centre(s); 
· identify all relevant non-personal information relating to the product and materials coming into contact with that organ.
21)   National waiting list-   means database of Georgian citizens awaiting organ transplant;
22)  Organ exchange organization, means a non-profit organization, whether public or private, dedicated to   national and cross border organ exchange.
23)  National Kidney paired donation program – means nationally coordinated and monitorised kidney donation program for patients who cannot be given their own partner's kidney for immunological reasons and are given a kidney from the partner of another patient in exchange for a kidney from their own partner. 
24) National living donation Committee – means a official body appointed and governed by the Ministry to perform assessment on living donor eligibility and suitability for organ donation, in line with the law provision and Manuel on living donation.

25)  Donor advocate – is a member of the National living donation committee, professional who is counseling potential living donor and providing him an independent advice on the potential risks associated with organ donation. 
26) National deceased organ donation Committee– means an official body appointed and governed by the Ministry to facilitate development of deceased organ donation related professionals standards, manuals, policies, operating procedures, quality-improvement system, and framework for the national training program, in line with the law provision
27) National Transplantation Committee - means a official body appointed and governed by the Ministry to facilitate development of transplantation related polices, manuals, operating procedures, quality mangment system for monitoring performance and outcomes, and framework for the national training program, in line with the law provision
28) Competent authority –means Ministry …responsible for the implementation of this Law.
29) State Organ Donor Registry- is a database of Georgian citizens who register their wish to become an organ donor, for the purpose of altruistic donation after death. 


                                                    II. GOVERNING PRINCIPLES 

Voluntary unpaid donation  
Donating organ(s) by a person during the lifetime or after death, with the purpose of transplanting them to others is voluntary and unpaid.
Person can prospectively, during the lifetime, consent for organ donation after the death, by signing up the Organ donor Registry. 
The request for signing up Organ donor Registry may submit only an adult and legally capable person. 
A person may withdraw his/her consent for organ donation or transplantation, at any time.
The procedure for sign up or withdrawal from the Organ donor Registry…..shall be laid down……
[bookmark: _GoBack]Medical institutions and health personnel shall act appropriately to promote decesed organ donation. 
Prohibition of financial gain 

It is prohibited to give or receive pecuniary consideration or any other benefits for donated organs. 
It is forbidden to trade in organs designated for transplantation, acquire them abroad or export. 
Medical personnel are prohibited to procure or transplant an organ in case they know or have reason to suspect that the above is carried out under the deal. 
The provision refered to paragraf 2. of this article shall not prevent payments which do not constitute a finacial gain or comparable advantege, in particular:
· compensation for loss of earnings and reimbursment of any good the expenses and loss of earings related to the donation
· reimbursment of any justifiable justifiable fee for medical or related technical services rendered in connection with the donation
· compensation in case of undue  damage resulting from organ donation/procurement 

It is prohitited to advertise the need for, or availability of, organs for the purpose of receiving or giving out any remuneration/ financial gain/ or comparable advantage. 
Procurement of an organ and procedures refeered to article 2. paragraf 1 shall be carried out under the National/state transplant program, on a non-profit basis, and shall not be the basis for receiving profit.
Respect to deceased donor and his family 
Procurement of an organs from deceased person shall be carried out with due respect paid to the personal dignity of deceased person and his family/.
Fair Allocation/distribution of organs 
Organs from deceased persons shall be allocated for transplantation according to the National Allocation policy that ensures its fair and transparent distribution to Georgia- resident/citizens 
The national allocation policy referred to paragraph 1 of this Article shall be proposed by the Professional Transplantation Society/Committee and laid down in the Manuel for allocation.  
Deceased organs shall be assigned for transplantation only to patients listed in the national waiting list selected according the match list.
Equal access to transplantation
All Georgian residents who meet medical criteria for organ transplantation shall be eligible for enrolment in the national waiting list and shall have equal access to transplantation of organs donated from deceased, under the state public program. 
The medical criteria for patients’ enrolment on the national waiting list for transplantation, as well as criteria for waiting list management shall be laid down in the/ Rulebook/Manuel. 
No organs from deceased person shall be distributed abroad for transplantation purpose unless there is official agreement on cooperation with Organ exchange organization, singed by the Competent Authority.
Recipient protection
Organs may be transplanted only if the recipient gives his/her informed consent in writing.
The informed consent referred to in paragraph 1 of this article shall be given in writing, expressing the free will of the recipient and based on the information on nature, purpose and course of the procedure, the likelihood and risks of its success.
The content of the consent form provided for in paragraph 1 of this article shall be determined by order of the Minister.
Safety and quality framework
All procedures reffered to the Article 1(2) of this Law shall be carried out in acoordance with the highest professional, ethical, and the quality and safety standards referred to the last edition of the European Guide on quality and safety of organs (where appropriate) and this Law. 
National deceased organ donation Committee shall be appointed by the competent authority to facilitate development of deceased organ donation related professionals standards, manuals, policies, operating procedures, quality-improvement system, and framework for the national training program, in line with the law provision.

National Transplantation Committee shall be appointed by the competent authority to facilitate development of transplantation related polices, manuals, operating procedures, quality management system for monitoring performance and outcomes, and framework for the national training program, in line with the law provision.

All persons involved in the procedures reffered to the Article 1(2) 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.


                                                              III. LIVING DONATION 
Organs from a living donor for transplantation to other person shall be procured solely for the purpose of preserving life, curing severe illness, stopping the progression of the disease or improving health.

Donor consent requirments
The procurement of organs 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.
	 


Each potential living donor must be provided by the donor advocate with an independent counselling service and impartial advice on the risks associated with donation, prior to consent for donation.
Counseling proces reffered to paragraf 2 of this article shall include all information on the living donation process, its purpose and course, probability of its success, expected risks and outcomes, donors’ rights and obligations, and requirements defined in the living donor informed consent checklist,  attached in Appendix 1. of this Law. 
Documentation of counseling process and informed consent must be recorded in the living donor personal  e-health medical record.

Eligibility requirments 
Person shall be considered eligible as potential living donor only if is:
a) legally capable, an adult
b) Georgian citizenship 
      c)   genetically or emotionally related to recipient

Persons considered as genetically or emotionally related to recipient referred to in point c, paragraph 1. of this article are as follows; 
-    the spouse of the recipient if at least one year has passed since the registration of the marriage;
-    adult child of the spouse of the recipient,
-    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)-
-    spouse of the child (daughter-in-law/son-in-law),
-    spouse of the grandchild (daughter-in-law/son-in-law), 
-    husband of the sister (son-in-law), wife of the brother (daughter-in-law), if at least 2 years have passed since the marriage was registered
-   a person who has a close personal relationship with the recipient, unless a live donor is found among the persons referred to in subparagraphs above of this Article, and there is no available alternative method for the preservation of life of the recipient.

Donor evaluation 
Prospective living donor must be provided with a complete medical and psychosocial evaluation in order to assess his eligibility, to assess and minimize  physical and psychological risks to his health, and to ensure the quality and safety of organs for transplantation.
Medical and psychological evaluation reffred to …..shall be conducted by the National Living donor Committee, according procedures and requirments prescribed by the Manuel for living donation. 

The results of medical and psychosocial evaluation reffered to parafgraf 1 of the Article may preclude person from organ donation.
Approval or refusal for living donation referred to in paragraph …..shall be issued by the National Living donor Committee, appointed by the Ministry.  

Procedures and requirements for donor evaluation, criteria for approval or refusal and criteria for appointment of the National Living donor Committee in terms of its composition and member profiles, referred to in paragraph … …  shall be laid down in the Manuel for living donation.

Kidney paired donation program  shall be offered to patients who cannot be given their own partner's kidney for immunological reasons and are given a kidney from the partner of another patient in exchange for a kidney from their own partner.

Kidney paired donation program  shall be coordinated and managed nationally (cross-over),  in line with a procedures and criteria defined in the Manuel for KPD. 

Living donor follow up

Living donors shall be provided with the long-term follow up in line with the manuel for living donation
Living donor hospitals are obliged to keep the registry of living donors and have a system in place for long term follow up of donors that include identification and tracking of complications and serious events or reactions related to donation and transplantation.


V. DECEASED DONATION

Organs from a deceased person may be procured only for the purpose of transplantation to another person for transplantations, and only after death is legally declared and only if consent requirements for deceased donation are met, in line with requirements of this Law.
Declaration of death
A person is dead if has sustained eather;
(1) irreversible cessation of cardio-respiratory functions or
(2) irreversible cessation of the whole brain function  (hereafter; brain death) 
A person shall be legally declared death when medical criteria for determination of irreversible cessation of the brain function (reffered to paragraph 2. of this article) are meet, dully justified by two qualified professionals, and confirmed by the instrumental test.
Medical criteria, procedures and confirmatory instrumental tests for determination of death….. are laid down in the National protocol for determination of death, issued by ……...
Professionals who shall be considered suitably qualified for declaration of death referred to the paragraph 2. of the article ……………………………are following;
· specialist in intensive care medicine with at least 5 years of the working experience and,
· specialist in neurology with at least 5 years of the working experience or
· specialist in neurosurgery  with at least 5 years of the working experience in the field
Professionals involved in determination of death shall not be involved in organ procurement, transplantation or care for recipients.
The death shall be legally declared when medical criteria for death reffered to paragraph 1. of this article are meet and dully justified by one two suitably qualified professional.

Facilitating donation after death 
All hospitals entitled for deceased organ donation are obliged to notify OPO on  imminent/suspected/inevitable death to ensure that opportunity for deceased organ donation is timely explored within the palliative end-of-life care for dying patient, in line with provisions of this Law.
A criteria and operating procedure for notification on imminent/suspected/inevitable death shall be laid down in the National Manuel for deceased organ donation.

Consent requirements 
Organs may be procured from deceased only if  person has registered as organ donor in the State Organ Donor Registry.
If deceased is not registered as organ donor, exceptionally from the parafgaf 1 of this article  article ….., it may be eligible for organ donation only if:
a) there is no evidence that donation of organs is contrary to the ethical principles of the deceased; and
b) the family member close to the person consent for donation 

The family members entitled to consent for donation from deceased reffered to the paragraph …..of this article, 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.

If there are several family members with equal rights, organ of the deceased shall not be donated, in case of refusal of even one of them.

The persons referred to in paragraph 2 of this Article shall have the right to take a decision on the organ donation from deceased, only if the predecessor(s) are not alive or it is not possible to make a decision within the timeframe for donation.

Organs from deceased person who is not a citizen of Georgia may be procured for transplantation only upon written consent of the first- degree relatives (spouse, or parent, or sibling, or adult child) of the deceased.
Organs from a deceased minor may be procured for the purpose of transplantation if there is a written consent from both parents if they are alive.
Organs 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. 
The organ(s) may not be procured for transplantation from an unidentified and homeless deceased. 

Donor management and evaluation 
Deceased donor must be properly maintained and evaluated for donation in accordance with the highest professional standards in line with the National protocol for deceased organ donation,  
All procedures related to donor managemet and evaluation, shall be carried out under  the shared responsibility of intensive care doctor and designated  key donation person.
Donor and organ characterisation
Donor and each organ intended for transplantation shall be properly characterized before transplantation, through the collection of the information set out in …..in a manner prescribed 
Donor and organs shall be considered for transplantation, if not properly characterized, only in urgent cases taking into account the benefit of the recipient. 
Testing 
Donor shall be tested in line with donor testing requirements set out in the National Manuel for deceased donation.
Donor testing and (where appropriate) potential recipient testing shall be carried out in licensed and designated reference laboratory.
Imunogenetic donor and candidates for transplantation testing shall be carried out in the designated laboratory with accreditation for immunogenic testing issued by the EFI.

Labelling and transportation
Procured organs shall be preserved, packaged, labelled and transported in the manner prescribed by the standard operating Manuel for organ transportation,  issued by the …..???
The requirements laid down in paragraph 1 need not be met where the transportation is carried out within the same institution.  
The transplantation centre shall verify before proceeding to transplantation that: 
(a) the organ and donor characterisation are completed and recorded in accordance with the Annex 1; 
(b) the conditions of preservation and transport of shipped organs have been maintained. 




VI. DATA PROTECTION AND TRACEBILITY

Data Protection 
The personal data of the organ donors and recipients are confidential. The personal data of the deceased donor shall not be disclosed to the recipient and the personal data of the recipient shall not be disclosed to the family of the deceased donor. 
The medical records of the recipient shall be made available to the recipient's physician for medical reasons.
The management and dealing with personal data referred to in paragraph 1 of this Article shall be carried out in accordance with the Law of Georgia on Personal Data.
Tracebility 
All institutions involved in procedures from donation to transplantation or disposal, must keep the records on donors and organs procured, allocated and transplanted in a manner that ensure traceability of each donation and each organs from donor to recipient, and vice versa.
All living donors must be registered in the National living donor registry, in line with a Manual… 
All organ recipients must be registered to the national transplant registry, in line with Manuel …
Data required for full traceability shall be kept for a minimum of 30 years after donation.  

VII MANAGEMENT OF SERIOUS ADVERSE EVENT AND REACTION
Institutions/hospitals involved in the procedures reffered to Article 1(2) of this Law must have system in place for:
a)    monitoring, managing and reporting serious adverse events/reactions;
b)    rapid alert and response to SAE/R;
c)     withdrawal organs and preservation solutions that may cause serious adverse events/ reactions.
Institutions/hospitals reffered to the paragraph 1 of this Article must immediately report to OPO any suspicious of serious adverse events or serious adverse reactions, and must take all possible steps to minimize any damage caused by serious adverse event or serious adverse reaction. 
The standard operating protocol for management and reporting of serious adverse events and serious adverse reactions shall be determined by the order of the Minister.



                                              VIII. AUTHORIZATION AND INSPECTION 
Organ donation, procurement and transplantation shall be carried out only in hospitals authorized under the rules and conditions laid down by this Law.
Authorisation requirments for deceased organ donation  
All clinical and private hospitals with facilities and medical services in intensive care medicine, neurology and/or neurosurgery are entitled/obliged to participate in deceased organ donation under the public state health program (hereafter; donor hospitals).
Hospital reffred in parafraf….of this article must ensure the minimal requirements for deceased organ donation that includes;
-      procedures for monitoring and notification on imminent death, 
-      procedures for determination of death in line with national protocol 
-      procedures for optimal organ donor management and manteinance
-      procedures for donor eligibility evaluation and donor testing 
-      procedures for donor and organ characterization and communication to OPO
-      procedures for breaking bad news and approaching family of deceased for organ donation 
-      procedures for assessment and monitoring on deceased organ donation program 
-      procedures for identification management and reporting on serious adverse events/reactions
-      appointment of the key-donation persons and designated profesionals 
-      training in decesed organ donation managment for intensive care professionals
-      quality system for monitoring peformance and facilitaing improvement in deceased organ donation

The roles and responsibilities the key-donation person reffered to paragraph…. as well as requirements in terms of qualifications, competencies and training shall be laid down by ordinance of minister.

Procurement and transplantation
Procurement shall takes place only in the hospital authorised for deceased or living donation, 
Procurement shall be carried out by qualified, competent and trained procurement team.
Procurement material and equipment shall be managed in accordance with relevant legislation, standards and guidelines on the sterilisation of medical devices.
Institutions involved in organ procurement and transplantation shall develop and aply with standard operating procedures for at least following:
a)   verification of the identity of deceased donor;
b)   verification on consent requirements;
c)   thorough check of the donor eligibility
d)   procurement, preservation, packaging and labelling of organs in line with the national requirments;
e)   transportation of organs;
f)   traceability requirements;
g)  identification, management and reporting of serious adverse events/ serious adverse reactions;

Transplantations 
Organ can be transplanted only in hospitals authorized for transplantation in line with this Law (hereafter; transplant center).
Technical requirements for authorization in terms of personnel, equipment, facilities, quality and safety and minimal activity standards, shall be laid down by the order of the minister. 

Authorisation and Inspections 
Hospitals will be granted with authorization for carrying out organ donation, procurement and transplantation, if meet requirements as defined by this Law.
Authorization will be granted for a period of 4 years.
Authorized hospital shall be subject of regular inspection performed at least once in two years. 
Authorization shall be suspend, denied or withdrawn:
· if hospital fail to meet requirements under the Law
· if outcomes and survival results are far bellow the international standards
The procedures and standards for authorization and inspection reffered  to the paragraf of this article shall be laid down in the Manuel for authorization and inspection.
Requirements in terms of qualification and training for inspectors shall be laid down in the Manuel for authorization and inspection.

                                     
                            IX. OBLIGATIONS OF THE COMPETENT AUTHORITY 

Ministry of health is the competent authority responsable for the implementation of the Law, and shall in particular  take the following tasks and roles;
a) set up and run Organ donor Registry
b) set up the National organ procurement Services (OPO) for managment and coordination of all activities and multidisciplinary teams, individuals/institutions involved in deceased organ donation, procurement, organ allocation, donor testing, transportation and exchange of organs, under the scope of this Law
c) set up and run computor system for organ allocation and waiting list management 
d) monitoring organ allocation's compliance with national allocation policy 
e) establish a national operating protocols for notification on imminent death
f) establish a national operating protocols for determination of death 
g) establish operating protocols for donor data collection and its communication to the recipient’s transplant team;
h) ensure that all hospitals involved in organ donation, procurement and  transplantation are authorised, monitorised and inspected on a regular basis to ascertain compliance with the requirements in the Law
i) grant, suspend, or withdraw, as appropriate, the authorisation  for institutions involved on organ donation, procurement and transplantation or prohibit hospitals from carrying out it if not complying with the requirements of this Law;
j) keep updated registry of authorised institutions (donor hospitals, procurement organisation and transplantation centres)
k) issue manuels, protocols and guidelines to all hospitals, OPO and professionals involved in all stages of the chain from donation to transplantation or disposal
l) put in place a reporting system and procedure for management of serious adverse events and reactions 
m) keep a register of serious adverse events and serious adverse reactions;
n) keep a register on imminent deaths and deceased donors  
o) set up and run a registry of potential organ donor for altruistic postmortem donation 
p) set up and run a national living donor registry 
q) set up and run national transplant registry
r) monitoring outcomes of transplant programmes and provide a publicly available an annual report on organ donation and transplantation activities
s) monitoring hospital performance in decased organ donation 
t) maintaining registers of all donors, including living donors, and all transplant recipients
u) provide a framework for national trainning program and education in organ donation and raising public awarness campaigns on organ donation 
v) ensuring that arrangements are in place for the safe and rapid transport of organs from the donor’s hospital to the recipient’s hospital; 
w) setting standards for evaluation and follow up of living donors
x) setting authorisation system for living donations 
y) setting standards for deceased donors managment and evaluation 
z) taking responsibility for the recruitment, training and appointment of donor transplant co-ordinators in all hospitals entitled for deceased donation
a) cooperate with NGOs and professional associations 
b) managing public relations on national organ donation and transplantation issues;
c) supervise organ exchange with other Member States and with third countries 
d) participate, whenever possible, in the network of the EU competent authorities and coordinate at national level input to the activities of that network; 

Ministry of health may delegate, part or all of the tasks assigned to it under this Law to another body which is deemed suitable under national provisions. Such a body may also assist the competent authority in carrying out its functions. 


		X. FUNDING
                                                            State public program
                                                       
                                                   XI.TRANSITIONAL PROVISIONS
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