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ON THE USE OF HUMAN TISSUES AND CELLS

I. GENERAL PROVISIONS

Article 1
1. The Law regulates the conditions for the donation, procurement, retrieval, testing, processing, preservation, storage, distribution and use of human tissues and cells (hereinafter: tissues) of living or decesed persons (hereinafter: donors).
2. The provisions of this Law concerning tissues shall also apply to cells, including haematopoietic  stem cells from peripheral blood, umbilical cord blood and from bone marrow.
3. The provisions of this Law shall also apply to the donation, procurement, retrieval and testing of tissues used for the manufacture of products intended for human applications, which contain or are manufactured from tissues.
4. Where products derived from tissue and cells fall within the scope of any other law, this law shall apply only to the donation, procurement and testing of such tissues and cells. 
5. The provisions of this Law shall not apply to:
a) reproductive tissues and cells;
b) embryonic and fetal tissues and cells;
c) autologous tissue grafts used under the same surgical procedure
d) tissues retrieved during the removal of an organ for the purpose of its transplantation.	Comment by Bušić Mirela: I suggest to add

Article 2
This law contains provisions, which comply with the following EU Directives:
a) Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 laying down standards for the quality and safety of the donation, extraction, testing, processing, conservation, storage and distribution of human tissues and cells;
b) European Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council concerning certain technical requirements for the donation, extraction and testing of human tissues and cells;
c) Directive 2006/86/EC of the European Commission of 24 October 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council concerning traceability requirements and notifications of serious adverse reactions and events and technical requirements to coding, processing, preservation, storage and distribution of human tissues and cells;
d) Commission Decision 2010/453/EU of 3 August 2010 laying down guidelines on the conditions  for the inspection and training in the sphere of human tissues and cells and on the training and qualification of officials, with due account for Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004. 

Article 3
The terms used in this Law shall have the following meaning:
a) cell means a separate human cell or group of human cells that is not bound by connective tissue;
b) tissue means all parts of the human body composed of cells;
c) donor means a person who donates a cell or tissue during lifetime or after death;
d) donation means the donation of human tissues or cells intended for human use; 
e) the body means a differentiated part of the human body composed of different tissues, which maintains its structure, vascularization and ability to develop physiological functions autonomously;
f) procurement means the organizational and professional procedures by which tissues and cells are made available; it includes donor identification, consent, donor selection, testing, and tissues/cells retrieval;

g) retrieval means a medical procedure (the removal, recovery, harvesting or collection) by which tissues and/or cells are obtained from a donor organism; 
h) processing means all operations involving the preparation, manipulation, preservation and packaging of tissues and/or cells intended for human use;
i) preservation means the use of chemicals (agents) when processing, alteration of environmental conditions or other means to prevent biological or physical deterioration of tissues or cells;
j) quarantine means the administrative and/or physical isolation of tissues or cells before a decision is made on their use or destruction;   
k) storage means maintaining tissues and/or cells under controlled conditions prior to distribution; 
l) distribution means transportation and delivery of tissues and/or cells for human use; 
m) "use for human beings" includes all procedures relating to the use of tissues and/or cells for human beings, both extracorporeally and intracorporeally; 
n) serious adverse event means any undesired and unexpected situation, which is related to tissue and cell procurement, retrieval, testing, processing, preservation, storage and distribution, which can cause infectious disease transmission, death or create life-threatening injuries or conditions causing incapacity or disability, or which may result in  prolonged hospitalization or morbidity;
o) serious adverse reaction means an unexpected response from a live donor or the recipient, including a communicable disease related to tissues and cells extraction or for human use, which is fatal, life-threatening, causing disability or incapacity or which may result in hospitalization or morbidity;
p) monitoring of serious adverse events and reactions involves activities related to the detection, recording, investigation, assessment, management and reporting of serious adverse events and reactions;  
q) Tissue establishment- is a tissue bank, unit of hospital or another institution where activities of processing, preservation, storage and/or distributions of tissues and cells are performed. It may also be responsible for procurement and testing;
r) allogeneic use means the use of cells or tissues extracted from one person and used on another; 
s) autologous use means the use of cells and tissues that have been extracted and used for the same person;
t) quality system means the organizational structure, defined responsibilities, procedures, processes and resources for introducing and implementing a quality management system and includes all activities that directly or indirectly improve quality;
u) Standard Operating Procedures (SOP) means written instructions describing the stages of a particular process, including the materials and methods to be used, and the expected end result;
v) traceability means the ability to identify and detect the location of medical facilities involved in procedures related to donors, tissues bank, laboratory or tissues and/or cells, as well as the possibility of identification of the recipient and displaying all data related to products and/or materials, which deals with these tissues and/or cells. 
Tissue Donor Registry- is a national data base of Georgian residents/citizens who consented for altruistic tissue donation for the purpose of transplantation after death. Registry is maintained by the Ministry.
	



	
	



Article 4
1. Donation, procurement, retrieval, testing, processing, preservation, storage, distribution and use of tissues and cells obtained from living or deceased person may be carried out only in accordance with conditions established by this Law.

Article 5
Tissue donation is voluntary and unpaid. 
Person can prospectively consent for altruistic tissue donation after the death, by signing up the Tissue donor Registry. 
The consent for tissue donation may submit only an adult and legally capable person. 
A person may withdraw his/her consent for tissue donation at any time.
The procedure for sign up or withdrawal from Tissue donor Registry shall be laid down.
Data maintained in the Tissue Donor Registry shall be kept and handled in accordance with the applicable law, subject to the requirements of the Law of Georgia on Personal Data Protection. 

Article 6
(1) The retrieval of tissues from a deceased person shall be done with the highest respect for the personal dignity of the deceased person and his family.

Article 7
1. Where there are more recipients in the need for tissues, available tissues shall be distributed to recipients based on the waiting list (where appropriate) and principles of equal access and transparent, objective and generally accepted medical criteria.
2. The provisions of paragraph 1 of this Article shall not apply to tissues intended for autologous use.
3. The procedure for waiting list management, matching and selection of recipients and distribution of tissues shall be determined by the order of the Minister.

Article 8
It is forbidden to offer or receive any financial or other material benefits for procured tissues.
Paragraph 1 of this article shall not apply to payments, which do not constitute a financial gain or comparable advantage, in particular:
· compensation of living donors for loss of earnings and any other justiﬁable expenses caused by the procurement of tissues or related medical examinations
· a justiﬁable fee for the necessary medical or technical services rendered in connection with the tissue procurement
· compensation in case of undue damage resulting from the tissue procurement from living donor 
Article 9
All persons involved in the procurement, retrieval, testing, processing, preservation, storage, distribution and application of tissues must take all reasonable measures to minimise the risks of transmission of any disease to the recipient and to avoid any action which might affect the safety and quality of tissues intended for application.

Article 10
1. Personal data regarding tissue donors and recipients is a professional secret. The personal data of donors shall not be disclosed to the recipient and the personal data of the recipient shall not be disclosed to the donor or to the family of the deceased donor.
2. The recipient's physician shall have access to the donor's health information when justified by medical necessity.
3. The personal data referred to in paragraph 1 of this Article shall be collected, stored and disseminated in accordance with the laws applicable to professional confidentiality and personal data protection.
4. The provisions of this Article shall not apply to allogeneic relative transplantation cases.

Article 10
(1) Tissues may only be applied if the recipient has given written and informed consent.
(2) The consent referred to in paragraph 1 of this Article must be the expression of recipient's free will, based on provided verbal or written information about the nature, purpose and course of the medical intervention, the likelihood of its success and the expected risks.
3) For a recipient who is not legally competent or who is a minor, the consent referred to in paragraph 1 of this Article shall be given from the person's legal representative or guardian.
(4) The content and form of the consent referred to in paragraph 1 of this Article shall be prescribed by the Minister by way of an ordinance.

Article 11
1. Medical follow up shall be ensured for living donor and recipient after tissue procurement and tissue application.
2. Information on tissue procurement and tissue application shall be recorded in the medical e-health records of the tissue donor and recipient.

Article 12
Tissue obtained for human use, if it cannot be used for transplantation, may be stored and used for other (for example, scientific) purposes if informed consent requirements are meet in accordance with Articles 16, 22, 23 and 25 of this Law.

II. PROCUREMENT FROM A LIVE DONOR
Article 13
The indication and decision on the treatment with tissue donated from a live donor shall be made by a professional team of the recipient, taking into account the risks and benefits of such procedures and available treatment modalities.  
Article 14
(1) Before tissue retrieval, all appropriate medical investigations and interventions shall be carried out to evaluate and reduce physical and psychological risks to the health of the donor.
(2) The manner of, and conditions for, the selection and health assessment of a living donor shall be prescribed by the Minister by way of an ordinance.
Article 15
Tissue may only be procured from a capable adult person.
Tissue may be procured only by live donor who gave unconditional explicit written consent having been informed of the risk of donation, of the testing requirements, of the purpose and course of the procurement procedure, and of the need for follow up.
Tissue donor consent applies only to the specified procedure and type of tissue.
Prior to consent, the donor must be informed of his/her right and obligations under this law and an provided with an independent advice on expected risks, given by physician, who is not involved in procurement or use of tissues, and not taking care of recipient.
The consent provided for in paragraph 1 of this article shall not include any special conditions relating to the recipient.
The donor may withhold written informed consent at any time prior to the retrieval procedure.
The form of written informed consent provided for in paragraph 1 of this article, as well as the form of refusal referred to in paragraph 6 of this Article, shall be determined by the order of the Minister in connection with the informed written consent.



Article 16
By way of derogation from the provision of Article 15 of this Act, tissues may be procured from a minor or legally incapable adult, if following conditions are met:
a) the transplant is intended for a first or second degree relative whose health condition poses threat to his/her life and there is no other remedy;
b) there is no compatible donor who can give consent;
c) tissue extraction shall not affect the health of the donor, which will independently be confirmed by two physicians with the appropriate certificate;
d) the purpose of the donation is to save the life of the recipient;
e) the consent of the legal representative has been obtained, or if not, the consent of the Ethics Committee of the healthcare institution in which the removal procedure has been carried out;
f) the potential donor does not object and his/her conditions allows for medical intervention.

Article 17
The provisions of paragraphs (a) and (d) of Article 17 of this Law shall not apply to tissues if it is established that their retrieval only implies minimal risk and minimal burden for the donor.

Article 18
Unlike Article 15 of this law, it is permissible to collect umbilical cord blood from a live new-born baby and to keep hemopoietic stem cells isolated from such blood. 
The cells thus collected can be used for transplantation in relatives and non-relatives.

Article 19
Where the donated tissue is by-product of surgery being performed for the benefit of patient and where the tissues otherwise would be discarded as medical waste, those tissues can be donated of person of any age applying normal consent procedure and clinical guidelines for donor follow-up in the manner prescribed by this Law.




III. PROCUREMENT FROM A DECEASED DONOR
Article 20
Tissue intended for transplantation may be procured from a deceased person only after death has been legally declared in accordance to…….
Article 21
Tissues may be procured only if deceased person consented for tissue donation according to the article 5 of this Law.
By derogation of the paragraf 1 of this Article, if deceased person was not consented for tissue  donation, he/she may be eligible for tissue donation only if:
· there is no evidence that tissue donation is contrary to the ethical principles of deceased; and
· the family member close to the person consent for the tissue donation 

The family members entitled to consent for tissue donation on behalf of deceased, are listed in a hierarchical order :
	a) spouse;
	b) child;
	c) parent; 
	d) grandchild; great-grandchild;
	e) sister, brother;
	f) niece, nephew;
  	g) grandmother, grandfather;
	h) uncle, aunt;
	i) cousin.

In case of several relatives with equal rights, even if one refuses, tissue shall not be procured.

The persons referred to in paragraph .. of this Article shall have the right to consent on the tissue only when a person(s) preceding in the line is (are) not alive or it is impossible to obtain his/her/their consent during the period allowed for transplantation.
 
If the deceased person has not consented during his/her lifetime, and none of the persons listed in paragraph .. of this Article has been found,  tissue shall not be procured.

Article 22
Before tissue retrival donor must be evaluated by qualified professionals, for his/her suitability for tissues donation. 
Procedures for verification on deceased person consent and family member approach reffered to the article 22 … and criteria for donor suitability evaluation shall be prescribed by the ordinance.  

Article 23
Tissues of the deceased person, who is not a citizen of Georgia, may be retrieved for transplantation provided that the spouse, parent, sibling or adult child of the deceased has given a written consent in the order specified in this article.
Article 24
The tissues of a deceased minor or deceased person who was receiver of support, may be retrieved for transplantation only in case there is a written consent of their legal representative(s).

IV. AUTHORISATION REQUIRMENTS 
Article 25
(1) Tissue procurement, retrieval, testing, processing, preservation, storage and distribution shall be carried out in accordance with the provisions of this Act. 
(2) Tissue procurement, retrieval, testing, processing, preservation, storage and distribution may only be carried out by a health care institution which has been granted authorisation in accordance with the provisions of this Act.
(3)  Authorisation referred to in paragraph 2 of this Act, shall be granted to health care institution that meet the technical requirements in terms of premises, professionals, equipment and quality system as laid down under the provision of this Law. 
(2) The requirements referred to in paragraph 3 of this Article shall be prescribed by an ordinance.
(3)  The authorisation referred to in paragraph 2 of this Article shall be granted separately for each type of tissue and procedure. 
(4) The authorisation referred to in paragraph 1 of this Article shall grant for a period of…..
(5) The healthcare institution/or unit authorized for processing, preservation, storage and/or distribution shall be entitled as Tissue bank (hereinafter referred to as "the bank"). The bank may also be authorised for procurement and testing.

Article 26
(1) All health care institution or laboratory must have in place a quality system for the procedures for which it has been granted authorisation, in order to ensure the quality and safety of tissues and procedures, 
(2) 3) All donated tissues and cells shall be procured, retrieved, processed, preserved, storaged, and distributed following procedures that form part of a comprehensive Quality Management System and in accordance with relevant professional standards and Good practice Guidelines referred to the last edition of the EDQM Guide for tissues and cells . 
Article 27
1. The healthcare institution or laboratory shall designate the responsible person(s). 
2. The responsible person shall perform following tasks:
a) ensure that tissues and cells for human transplantation are retrieved, tested, processed, stored and distributed in accordance with this Law;
b) provide information to the competent person;
c) implement any changes affecting service delivery, quality and safety procedures, and submit an annual report to the competent authority 
3. The healthcare institution and the laboratory shall provide the competent authority with information on the responsible person (identity), as well as in case of its change (including, temporary change) (immediately) - the identity of the responsible person and the date of his/her appointment. 
4. Qualification Requirements for the persons referred to in paragraph 1 of this Article shall be determined by the order of the Minister. 

Article 28
2. The healthcare facility authorized to carry out activities provided for by Articles 26 must notify regulatory agency ?? on any changes in their activities and organization, which affects the safety and quality of tissues as soon as possible and no later than three days after the change. 

Article 29
Donor testing shall be carried out by authorised or accredited laboratory, using validated or, where applicable, licenced tests. 
Immunogenetic testing of donor and recipients shall be performed in a licenced laboratory with EFI (European Federation for Immunogenetics) accreditation  for the specific testing requirements.
Donor testing shall be performed in line with donor testing requirments laid down by…

Article 30
1. Tissue shall be procured only by qualified and trained procurement team in accordance with the Quality system of associated Tissue establishment (s). 
2. The roles and responsibilities of the procurement team, as well as the qualification and training requirements reffered to paragraph 1…shall be determined by the order of the Minister.
3. In the case of tissues and cells retrieved from a deceased donor by procurement teams operating for two or more tissue establishments, an appropriate traceability system across procurements must be ensured to link between the donation identification numbers and all distributed and used tissues/cells originating from the same deceased donor.
Article 31
1.All institutions and health care professionals involved in the procurement, retrieval, testing, processing, preservation, storage, distribution and application of tissues shall cooperate in line with the provision of this Law.
2. Medical institutions and health personnel shall act appropriately to promote tissue donation.

V. TRACEABILITY
Article 32
1. The healthcare institution and the laboratory, which authorised for performing the activities provided for by this Law, shall ensure traceability of all tissues from donor to recipient, in the manner prescribed by the order of the Minister. 
2. The institution referred to in paragraph 1 of this Article shall also ensure traceability of all substances (reagents), objects and materials directly or indirectly related to tissues.
3. institutions in which tissues are applied shall ensure traceability of tissues from their distribution to the use by the recipient, as well as traceability of all substances (reagents), objects and materials directly or indirectly related to tissue use procedures.

Article 33
1. All tissue banks or laboratory pursuant to Articles …..of this Law shall establish a donor identification system that shall provide a unique code to each donor and to each packaging of the donated tissues.
2. The tissue bank shall ensure that all tissues are properly labelled. The label shall bear a unique code and the name of the bank (or bank code - if applicable).
3.  The tissue bank shall keep documentation on all tissue procurement procedure and tissue reception as well as on tissue processing, storage and distribution procedures.
Article 34
1. The health institution or laboratory shall keep records to ensure traceability of all tissue-related procedures.
2. The records referred to in paragraph 1 of this Article shall be kept in electronic form but may also be kept in writing.
3. The data referred to in paragraph 1 of this Article shall be kept for 30 years after the use of the tissue.
VI. IMPORT AND EXPORT OF TISSUES
Article 35
1. Tissue import and export may only be carried out by the tissue bank authorised for an import/export.
2. By derogation to the paragraf 1. of this article, in  an emergency situation or in the lack of authorised bank, the Ministry may authorise the hospital where tissues are to be applied, to import the tissues directly.
3. The tissue establishment granted for import/export must ensure that imported tissues meet the safety and quality requirements, in line with this Law. 
4.  The conditions for granting authorization for the import and/or export…… shall be determined by ordinance. 
5. Minimum requirements concerning the information and documentation to be provided by importing tissue establishment applicants when applying to be authorised for the purpose of import activities shall be laied down------
6. Certificate of Authorisation to be issued by the competent authority to importing tissue establishments shall be laid down------
7. Minimum requirements concerning the documentation to be made available to the competent authority by tissue establishments intending to import tissues and cells from third countries shall be laid down------
8. Minimum requirements concerning the contents of written agreements between importing tissue establishments and their third country suppliers shall be laid down------

VII. SUPERVISION
Article 36
1. Supervision of the implementation and enforcement of this Law and the relevant by-laws and supervision of the relevant activities in the institutions carrying out the procedures referred to in Article 1 of this Law and in the laboratories referred to in Article 27 shall be carried out by the inspection of the regulatory agency ?
2. Requirements related to the qualification and professional training of the persons (inspector) employed in the inspection referred to in paragraph 1 of this Article, as well as the procedure for carrying out supervision shall be determined by the order of the Minister.
Article 37
1. The inspector shall be obliged to carry out supervision envisaged by Article 40 of this Law at least once every two years.
2. When carrying out supervision, the inspector shall have the right and is obliged to:
a) issue an order that activities be carried out in accordance with the requirements of this Law and other bylaws; 
b) issue an order that the identified violations and deficiencies be remedied within a specified timeframe; 
c) prohibit activities and events that are contrary to this Law or other by-laws in the manner prescribed by applicable legislation;
d) temporarily prohibit activities until the violations and shortcomings have been remedied; 
e) issue an order to extract tissues that do not meet the prescribed requirements;
f) declare tissues that do not meet the quality and safety requirements as unsuitable for human use and issue an order of their destruction; 
g) apply sanctions under the applicable law to tissue banks and laboratories that no longer meet established requirements for buildings, personnel, quality systems and medical and technical equipment;
h) apply sanctions under applicable law to healthcare institutions and healthcare personnel that do not provide the quality and safety required for human use of tissues and procedures;
i) decide on the need for additional professional training of healthcare professionals;
j) apply to the appropriate authority to raise professional responsibility of personnel;
k) order that a healthcare professional undergo an examination to assess his/her health if there is reason to believe that he/she is no longer able to perform any medical activity;
l) issue an order to carry out other measures to which he/she is entitled under this Act and other bylaws. 
3. If the deficiencies identified are not remedied within the prescribed period, the inspector shall be obliged to carry out activities for suspending activities of the bank or the laboratory, in accordance with the legislation in force.
4. If during the inspection the inspector notices a defect, which is beyond his/her competence, he/she shall notify the relevant state administrative body of the identified deficiencies or violations and request the initiation of the procedure and the prescribed measures.
Article 38
In addition to the regular inspections referred to in Article 40 of this Law, inspectors shall carry out additional inspections based on the relevant administrative act.

VIII. SERIOUS SIDE EFFECTS AND SERIOUS ADVERSE REACTIONS
Article 39
1. In banks or institutions, where tissues are used, there must be effective and certified system of serious adverse events and serious adverse reactions monitoring and reporting, also there should be a proper system in the country, which ensures removal from the tissue bank of any tissue that already caused or may cause serious adverse events or serious adverse reactions.
2. Banks or institutions, where the tissues are used, must immediately inform the Ministry in writing of any serious adverse events and serious adverse reactions and immediately take all possible steps to minimize damage caused by serious adverse events or serious adverse reaction and notify the Ministry in written  thereof. 
3. The methods of monitoring and records keeping and notification terms of serious adverse events and serious adverse reactions shall be determined by the order of the Minister.
4. The Ministry shall maintain a register of serious adverse events and serious adverse reactions referred to in paragraph 2 of this Article.
Article 40
1. The Ministry shall prepare an annual report on the serious adverse events and serious adverse reactions of the preceding year and shall present the summary data to the tissue banks.

IX. REPORTING AND RECORDINGS
Article 41
1. The holders of the authorization referred to in Article 30 of this Law shall keep records of the procedures referred to in paragraph 1 of Article 4 of this Law.
2. Records shall at least contain information on the types and quantities of tissues obtained, inspected, preserved, processed, stored and distributed or otherwise disposed of, as well as on the origin and destination, export and import of tissues.
3. The establishment in which the tissues are used shall notify the relevant tissue bank in writing in accordance with the format prescribed by the bank.
Article 42
1. The bank or laboratory shall submit to the regulatory agency an annual report on the activities of the previous year by June 30 of the current year.
2. The report shall be published on the website of regulatory agency.
3. The content and form of the report referred to in paragraph 1 of this Article shall be determined by the order of the Minister. 
Article 43
1. The regulatory agency  shall maintain a register of authorized tissue banks and laboratories, which shall identify the types of activities and types of tissue permitted by them.
2. The register referred to in paragraph 1 of this Article shall be available on the website of the Regulatory agency
Article 44
1. Under the scope of this Law the Ministry shall perform the following tasks:
a)  maintain a Tissue Donor Registry 
b)  maintain national waiting list for tissues (where appropriate); 
c)  ensure system for an authorisation and supervision;
d)  supervise the implementation and enforcement of this Law
e)  ensure system for mangement of serious adverse events and reactions
f)  keep the registry of serious adverse events and reactions

TRANSITIONAL PROVISIONS
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