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Law of Georgia On Human Organ Transplantation
Adopted 23.03.2000 by The Parliament of Georgia
In force – 01.06.2000 

Chapter I

General Provisions

Article 1.

This law regulates the relation
ships between the state bodies, physical and juridical persons in the field of voluntary giving of one or more organ, part of organs, tissues (hereinafter referred to as the “organ”), their taking, storing, distributing and transplanting to other person during the lifetime or post mortem of a donor and prohibiting human organ trading. 

Article 2.

This Law does not regulate:

a)
Taking and utilization of blood and its components, embryo and foetal organs, placenta, reproductive organs (ovaries, testicles, ova, sperm), tooth, hair;

b)
Taking of organs for diagnostic purposes during the lifetime of the patient or after his (her) death;

c)
The cases of forensic medicine.

Article 3.

The notions and terms used in this Law have the following meaning:

a)
Genetic kin – the son (daughter), mother, father, grandchild, grandmother, grandfather, brother, sister, niece, nephew, uncle, aunt, cousin of the donor or recipient;

b)
Donor – alive or dead human from whom the organ is taken to transplant it to another human;

c)
Informed consent – the consent of the patient or in case of his (her) incapacity, of his (her) relative or legal representative on conduction of a certain medical intervention with preliminary explanation of the essence, indications, expected effects, possible side effects of the intervention in question as well as the risks related to this intervention;

d)
Recipient – the person to whom the other human’s organ was transplanted as the course of treatment to restore his (her) health;

e)
Typing – determination of immunologic indices of the tissues;

f)
Organ transplantation, transplantation – the transplantation of the human organ to another human to save a patient’s life, cure the patient, hinder the progress of the disease or improve the quality of life of the patient; 
g)
Brain death – the irreversible cessation of the function of the brain and initial segments of spinal marrow on the background of artificially (using special medical means) maintained breathing and circulation. 

h)  Cross donorhood – taking organ from a spouse of a potential recipient or genetic relative for transplanting into another potential recipient and, relevantly, taking the same organ from the spouse of the second potential recipient or a genetic relative for transplanting into first potential recipient.
Chapter II

Voluntariness of Organ Donation

Article 4.

Any competent person has the right to voluntarily declare his (her) consent or refusal on taking his (her) organ during his (her) lifetime or post mortem.

Article 5. 

Consent or refusal can be related to one or more organs. The decision is drawn up in a written form and is confirmed by the head of the medical institution.

Article 6.

The written consent on organ donation shall be sent to the Transplantation Information Centre, which forms the potential donors’ database (“The Donors’ Register”);

Article 7.

The health care institutions in accordance with the recommendations worked out in cooperation with medical professional associations educate the population about the possibilities and importance of donation, taking and transplantation of the organs to other humans.

Chapter III

Post-mortem Organ Taking in Case of Absence of Declared Consent or Refusal Given During One’s Lifetime

Article 8.

Taking of an organ from the deceased with the aim of its transplantation in cases when there is no written consent or refusal declared during the lifetime of the deceased is allowed if:

a)
There are the facts confirming that organ taking does not contradict the religious beliefs and ethical principles of the deceased;

b)
The person of the first priority right as indicated in the order of priority list of persons provided in Article 9 of this Law gives his (her) consent on taking of the deceased’s organ.

Article 9.

1.
The following competent persons have the right to allow or forbid organ taking from the deceased:

a)
spouse;

b)
son or daughter;

c)
parent;

d)
grandchildren, great grandchildren;

e)
sister, brother;

f)
niece, nephew;

g)
grandmother, grandfather;

h)
uncle, aunt;

i)
cousin.

2.
Even if one of the relatives possessing equal rights refuses to give his (her) consent, taking organ from the deceased is inadmissible.
3.
The persons listed in paragraph1 of this Article have the right to make decision on organ taking only if the higher priority person (s) is (are) not alive or if obtaining the consent from him (her) or them within the period admissible for transplantation is impossible.
Article 10.

Among the persons listed in article 9, the right to receive consent is given only to a medical staff member with a relevant authorization, who shall no participate in organ taking and utilization procedure. 

Article 11.

If according to the accepted medical standards the deceased patient is assumed to be a relevant candidate for organ taking but he (she) has not given written consent on organ donation during his (her) lifetime and none of the persons listed in Article 9 of this Law could be found after the patient’s death, organ taking from the cadaver with the aim identified in Article 4 of this Law is inadmissible.  
Chapter IV

Taking of Organ from the Deceased Donor

Article 12.

The person can be declared dead only after brain death or irreversible cessation of heartbeat and circulation is confirmed.

Article 13.

The criteria for brain death shall be worked out by the Ministry of Labour, Health and Social Affairs of Georgia in accordance with the international standards and shall be approved by the President of Georgia.

Article 14.

Brain death of a patient shall be confirmed by the two independent teams consisting of a resuscitation specialist and neurologist based on the results of separately conducted investigation with participation of the physician in charge of the given patient. These persons shall not participate in organ taking or transplantation and by their official status shall not be subordinated to the persons participating in organ transplantation process.

Article 15.

The date and time of investigation conducted to determine brain death, the data obtained and those data based conclusion shall be provided in a written form and confirmed by the signature of the investigator physician. The relatives or the legal representative of the deceased have the right to familiarize themselves with the above conclusion.

Article 16.

The relatives or legal representative of the deceased have the right to attend the organ taking procedure, and in case of absence of such wish, they have the right to get the information on the conducted procedure from the relevantly authorized hospital staff member or from the physician who took the organ.

Chapter V

Organ Taking from Alive Donor

Article 17.

Taking of organ from the alive donor to transplant it to another human is allowed only to save the life of a patient, cure him (her) from the severe disease, prevent the progress of the disease or improve the quality of life.

Article 18.

Taking organ from the alive donor with the aim of its subsequent transplantation is allowed only in cases meeting the following requirements:

a)
The donor shall be capable, except for the cases envisaged in Article 20 of this Law;

b)
The donor and recipient shall be genetic relatives or spouses, or taking an organ from a donor is based on cross donorhood principle when there is consent of the transplantation council, except for the cases envisaged in Article 20 of this Law;

c)
The donor has given a written consent on organ donation;

d)
The contemporary advanced methods of investigation confirm that immediate or remote, direct or indirect consequences of the operation do not represent significant risk for the life of the donor and will not result in severe deterioration of the donor’s health;

e)
The relevant studies confirm that the donor complies with the criteria the consideration of which is mandatory when taking the organ for transplantation from the live donor;

f)
The operation aimed at taking of organ shall be conducted by the physician possessing adequate license and in the institution having the relevant license.

Article 19.

Taking of the organ, which can be regenerated, from the live donor to transplant it to other human being is allowed also in those cases when the donor is not a genetic kin or spouse.

Article 20.

Taking of bone marrow from an under age person (except for juvenile donors) to transplant it to another person is allowed if:

a)
Taking of bone marrow will not affect the health of the donor, which shall be confirmed by two independent physicians possessing relevant license;

b)
Bone marrow shall be transplanted to the relative of the first or second order whose health is jeopardized and no other therapeutic option exists;

c)
The attitude of an under age person towards the procedure allows medical intervention;

d)
In case of minor deprived of parental care, there is an informed consent of parent(s) or legal representative; Informed consent shall be attested by respective body being in charge of guardianship and care. 
Article 21.

To obtain the informed consent from the potential alive donor the following  explanations shall be given to him (her):

a)
The kind of surgical intervention required for taking of organ, its volume, risk for life accompanying this operation, possible immediate and remote, direct and indirect impacts of operation on the donor’s health;

b)
Expected results from transplantation of the organ taken from alive donor including success and failure possibilities;

c)
All possible circumstances, which can effect the donor’s decision.

Article 22.

Explanations provided in Article 21 of this Law shall be given to the potential donor by the physician possessing a relevant license and in the presence of another physician who does not participate in taking and transplantation of an organ and who at the same time by his (her) official status is not subordinated to the physician participating in organ transplantation. The explanations provided to the donor and his (her) informed consent shall be legalized in accordance with the order stated by the Law. The donor has the right to change his (her) decision.

Chapter VI

Management of Using the Organ with the Aim of Transplantation or Treatment

Article 23.

1.
The hospitals are liable to inform the institutions possessing a relevant license about the patients who were diagnosed to have total, irreversible cessation of the cerebral function and who in accordance with medical criteria can be considered as potential donors.

Article 24.

Taking of an organ for transplantation purposes, the quality of post-transplantation functioning of which significantly depends on the duration of its storage, shall be agreed with the Transplantation Information Centre.

Article 25.

The cooperation of the institutions possessing a relevant license, transplantation banks and other medical institutions is regulated by the contracts concluded between them.

Chapter VII

Management of Organ Transplantation Processes

Article 26.

In accordance with the requirements of the Legislation of Georgia the Ministry of Labour, Health and Social Affairs coordinates and controls the activities of the physical and juridical persons engaged in organ transplantation.

Article 27.

The Ministry of Labour, Health and Social Affairs shall:

a)
Work out the standards for finding, taking, storing and transplantation of organs;

b)
Work out the criteria for selection and testing of donors and recipients, define the form of standard documents as indicated in Article 5 of this Law;

c)
Define the organ quality control standards; control the monitoring of organ taking, transportation and storage rules, as well as organ validity and histological compatibility determination;

d)
Periodically check the compliance of the activities of the institutions possessing a relevant license, transplantation banks with the stated standards and perform quality control of the medical service rendered by the above institutions in the sphere of transplantation; in case of necessity suspend the action of license or annul it;

e)
Ensure information exchange about donors and recipients between the institutions and transplantation banks possessing relevant licenses as well as forward the information from hospitals to  the above institutions;

f)
Regulate international cooperation in the sphere of organ transplantation. Jointly with the interested departments participate in development of normative acts for human organs import-export;

g)
Cooperates with the civil organizations and professional unions interested in organ transplantation issues.

Article 28.

The Transplantation Council shall be established at the Ministry of Labour, Health and Social Affairs.  The provisions and composition of which shall be approved by the minister.

Article 29.

The Transplantation Information Centre shall be formed at the Ministry of Labour. Health and Social Affairs. The Centre shall be headed by a physician possessing the relevant license or a biologist experienced  in tissue typing.

Article 30.

The interested medical institution shall be immediately informed about every decision of Transplantation Information Centre concerning the organ forwarding to the institution possessing a relevant license; the decision is recorded in a written form and shall contain all data based on which this decision was made. The copy of this document shall be forwarded to the institution  possessing a relevant license and respectively, to the transplantation bank.

Chapter VIII

Institutions Possessing a Relevant License

Article 31.

Any medical institution of organizational-and-legal form envisaged by the Legislation of Georgia which has the license to take and transplant the organs and/or the license to provide organization-and-technical information support of those processes can be qualified as the institution possessing a relevant license.

Article 32. 

The following are the institutions possessing a relevant license: transplantation hospital or its department possessing a relevant license, Transplantation Information Centre, Transplantation Bank transplantation laboratory.

Article 33. The institution possessing a relevant license shall:

a)
Ensure performance of the activities determined by license using adequate technologies;

b)
In accordance with existing rules participate in registration of possible donors and possible recipients as well as in compilation of the lists of persons who declared their refuse to donate organs;

c)
Ensure information exchange between the medical institution following up the possible recipient  or physician in charge of the possible recipient and organ transplantation management institution;

d)
In accordance with the stated order compiles medical documents with obligatory indication of identification number (code) of the transplanted organ;

e)
Ensure observance of 24 hour working regime.

Article 34.

Transplantation Bank shall perform testing and selection of the deceased and/or alive donors, ensure that only the organ identified by the license is taken, typed, transported, processed and stored with the aim of its subsequent transplantation.

Article 35.

Any independent medical institution having any organizational–legal status envisaged by the Legislation of Georgia, or a constituent part of a such institution can serve as the Transplantation Bank.

Article 36.

Transplantation Bank is managed by the physician or biologist possessing a relevant license.

Article 37.

In case if the organ stored in the Transplantation Bank is qualified as invalid for transplantation the Bank has the right to give it away for research and educational purposes. Notification about this shall be sent to Transplantation Information Centre. 
Article 38.

The detailed data about donor testing, organ taking, typing, transportation, processing, storage performed by the Transplantation Bank are recorded in the documents stored in the Bank.

Chapter IX

International Cooperation in the Sphere of Human Organ Transplantation

Article 39.

Georgia participates in organ transplantation international practice.

Article 40.

1.
Only those organs are allowed for import taking, processing and validity confirmation of which were performed in compliance with the requirements of the respective country laws, which shall be reflected in the accompanying documents;

2.
The right to export the organ to Georgia is authorized to the institution possessing a relevant license;

3.
The unimpeded delivery of the human organs to the territory of Georgia is performed basing on special application provided by the institution possessing a relevant license and documents accompanying the organ;

4.
General surveillance on the usage of imported human organs is performed by the Ministry of Labour, Health and Social Affairs of Georgia.

Article 41.

Export of the human organs from Georgia is allowed only under the permission of the Ministry of Labour, Health and Social Affairs of Georgia via Transplantation Bank.

Chapter X

Ensuring Transplantation Safety

Article 42.

In accordance with the Legislation of Georgia the donor’s testing, selection and typing of the organ to be transplanted is conducted in any laboratory of organization-and-legal form possessing a relevant license.

Article 43. Inspection of the activities of the specialized transplantation laboratory is performed in accordance with order stated by the Legislation of Georgia.

Article 44.

The detailed results of the studies carried out in the laboratory indicated in Article 43 of this Law, identity of the researcher and the date of study shall be recorded in a written form in accordance with the stated order. The document shall be forwarded to the Transplantation Bank and Transplantation Information Centre.

Article 45.

The Ministry of Labour, Health and Social Affairs shall define the necessity to place the organ forwarded to the Transplantation Bank under the quarantine and the term criteria for its keeping under the quarantine, as well as the criteria defining the dangerous infections risk groups among the donors in cases when these infections are not identified.

Article 46.

If the medical information provided in the documents accompanying the organ to be transplanted is not full or does not comply with the normative documents in effect, the institution possessing a relevant license is liable to immediately notify the Ministry of Labour, Health and Social Affairs about this. The Ministry shall make a decision on returning of the organ to the Transplantation Bank or its destruction. 

Article 47.

If there is a documented doubt or proof that the organ is the source of distribution of dangerous infection it shall be destroyed in accordance with the stated order.

Chapter XI

Information Exchange and Storage

Article 48. 
Transplantation Information Centre shall encipher the identity of the donor using identification number known only to the Centre. As a rule, only identification number shall be indicated in the documents accompanying the organ. The Ministry of Labour, Health and Social Protection shall assign the identification number known only to the Ministry to the donor’s identity information obtained from the institution possessing a relevant license. The documents accompanying the organ shall contain comprehensive data about the donor.

Article 49.

Only the Transplantation Council has the right to disclose the identity of the donor if:

a)
The usage of the organ to be transplanted endangers the health of the recipient or other person;

b)
The bodies of law and order demand such disclosure basing on the Court Resolution;

c)
The Minister of Labour. Health and Social Protection demands such disclosure in accordance with the stated order.

Article 50.

The personnel engaged in taking, transportation, storage, distribution of the organs, as well as in their transplantation and treatment are liable not to disclose the identity of the donor and/or that of the possible donor as well as their medical data except for the cases envisaged by Article 49 of this Law.

Article 51.

The term of storing of documents containing written conclusions confirming total and irreversible cessation of cerebral function, information about the measures to be undertaken to take the organ from the alive or deceased donors as envisaged by Articles 14-15 of this Law as well as the documents  on taking, testing and storing of organs from alive or deceased donors is 20 years; on expiring of this term the documents shall be destroyed in accordance with the stated order within maximum one year term.

Chapter XII

Organ Trading Prohibition

Article 52. 

Human organ trading is prohibited.

Article 53.

The cost of measures to be undertaken to transplant the organ such as its testing, taking, conservation, transportation, storage, preparation for usage, protection of recipient and other persons from infection shall be covered in accordance with order stated by the Legislation of Georgia.

Article 54.

Transplantation of the organ is prohibited if the physician is aware that the organ was taken with violation of the rules stated by this Law.

Chapter XIII

Other Prohibitions

Article 55.

1.
Any pressure exerted to obtain the written consent on organ donation is prohibited.

2.
Violation of the rules of taking and usage of organs, parts of the organs and tissues envisaged by this Law will serve as a cause of action in accordance with the order stated by the Law.

Article 56.

Disclosure of the identity of the possible donor or donor to the persons who are not directly participating in taking of organ is prohibited except for the cases envisaged by the Law.

Chapter XIV

Conclusions and Transitional Provisions

Article 57.

1.
Related with coming of this Law in force the following normative acts shall be adopted before June 1, 2000:

a)
On introduction or respective changes and amendments into the Code of Administrative Infringement of Law and Criminal Code;

b)
The Decrees of the President of Georgia:

b.a) “On Approval of Human Cerebral Death and Irreversible Cessation of Heartbeat Criteria”

b.b) “On Approval of Organs Import-Export Order”

c)
The Resolutions of the Minister of Labour. Health and Social Protection:

c.a) “On Approval of the Standards for Finding, Taking, Storing and Transplantation of Organs”;

c.b.) “On Approval of Criteria for Selection and Testing of Donors and Recipients”;

c.c) “On Approval of the Organs Quality Control Standards”;

c.d) “On Approval of Provisions of Transplantation Council, Transplantation Bank. Information Centre”;

c.e) “On Approval of Criteria Defining the Necessity of Placing the Organs Under the Quarantine, the Term of their Keeping Under the Quarantine, and  Dangerous Infections Risk Groups among the Donors”;

c.f) “On the Order of Organ Destruction”.

d)
Joint Resolution of the Minister of Labour. Health and Social Protection and Minister of Justice “On the Order of Legalization of the Decision Concerning Organ Transplantation During the Lifetime or After Death”.

1'. The Minister of Labour, Health and Social Affairs shall approve an order on “Taking and transplanting organs via cross donorhood” no later than March 1, 2003.

2.
This Law shall come in force from June 1, 2000.

Eduard Shevardnadze,

President of Georgia

Tbilisi

February 23, 2000

