
ORDINANCEOrder 	Comment by Achi Zangurashvili: Ordinance of Government or order of Minister? Government shall adopt an ordinance, minister – order.
See article 51, paragraph 1, sub-paragraph “a”: “…minister should issue by-laws regarding to:
a) the conditions in terms of premises, personnel, equipment and quality system for performing collection, procurement, testing, processing, storage and distribution of tissues and cells;“	Comment by Achi Zangurashvili: or ordinance of the government of Georgia?

By what act do we want to approve these requirements, by government decree or by ministerial order? A government decree is an act with more legal force. 

See. Georgian law „On normative acts“, Aticle 7, paragraph 11:
„The legal power of normative acts of government agencies (officials) shall be determined according to the hierarchy of those agencies (officials) in the executive authority.“:

According to the draft of law on Tissues, these requirements are approved by order of the Minister (see Article 51 of the draft).
Of the Minister of Internally displaced persons from the occupied territories, labour, health and social affairs  
“On the approval of ON THE REQUIREMENTS IN TERMS OF PREMISES, PERSONNEL, MEDICAL AND TECHNICAL EQUIPMENT AND QUALITY SYSTEM FOR THE PERFORMANCE OF THE ACTIVITIES OF COLLECTION, PROCUREMENT, TESTING, PROCESSING, PRESERVATION, STORAGE AND DISTRIBUTION OF HUMAN TISSUES AND CELLS	Comment by Archil Zangurashvili: The title must correspond to the name of the by-law in the law. See. Article 51, paragraph 1, sub-paragraph "a" of the draft of Law on Tissues:

 “…minister should issue by-laws regarding to:
a) the conditions in terms of premises, personnel, equipment and quality system for performing collection, procurement, testing, processing, storage and distribution of tissues and cells;“

Aside from, According to Georgian legislation, if we want to instruct the Minister to issue an order with a transitional provision, we must mention this in the main part of the text of the law. Writing in a transitional provision alone is not enough. 

We do not have this act mentioned in the main text of the draft of law on tissues, which we need to correct. In which article of the bill can this rule be mentioned? This was written in our version in article 24, paragraph 4.

1. In accordance with Article 51 of the law of Georgia “On human tissues and cells” and with the articles 13 of the law of Georgia “On normative acts” shall be approved “requirements in terms of premises, personnel, medical and technical equipment and quality system for the performance of the activities of collection, procurement, testing, processing, preservation, storage and distribution of human tissues and cells”.
2. This order shall enter into force upon its publication.
Minister


“Requirements in terms of premises, personnel, medical and technical equipment and quality system for the performance of the activities of collection, procurement, testing, processing, preservation, storage and distribution of human tissues and cells”
;

Chapter I1. GENERAL PROVISIONS
Article 1. Scope
This Ordinance lays down the requirements in terms of premises, personnel, medical and technical equipment, quality system and other requirements that healthcare establishments must meet to perform the activities of collection, procurement, testing, processing, preservation, storage and/or distribution of human tissues and cells (hereinafter: tissues).	Comment by Achi Zangurashvili: By this entry, the scope of this By-Law is wider than provided by the title and provided by the relevant article of the draft of law on tissues. The scope needs to be in line with the law record.	Comment by Achi Zangurashvili: What is meant? We do not have such a term in the draft of law on tissues. Any medical facility?
Article 2. General requirements for healthcare establishment
Healthcare establishment in which the procedures referred to in Article 1 of this Ordinance are performed must meet the general sanitary-technical, hygienic and other conditions prescribed by the Georgian Law/Regulation/Ordinance on requirements for performing medical practice, as well as additional requirements prescribed by this Ordinance.	Comment by Archil Zangurashvili:  It is better to write "Georgian Legislation" in general, because in my opinion it includes many legislative acts and by-laws. 

for example:
Law of Georgia on Health Care:
“Article 70.
1. Ensuring environmental health shall be the State's obligation. The Ministry of Labour, Health and Social Affairs of Georgia shall develop and approve the sanitary and hygiene standards and epidemiological control measures.
2. The Ministry of Labour, Health and Social Affairs of Georgia shall approve the sanitary and hygiene procedures and standards for individual agencies.

 Should this article be in general provisions?

Article 3. Bases of donation, collection and procurement	Comment by Achi Zangurashvili: This was Article 12 of the Zero Draft. In its content it is unequivocally a general provision and should be at the top of the general provisions. However, in view of the content of Article 1 of this Act, what is the general need for the existence of this Article? In my opinion this article is totally removable.
The donation, collection and procurement of tissues must be performed in accordance with conditions prescribed by the law of Georgia “On human tissues and cells” and by this Ordinance.

Article 3	Comment by Achi Zangurashvili: The existence of this article is not appropriate. Contrary to the Law of Georgia on Normative Acts, according to Article 7, Paragraph 9 of which,

A subordinate normative act may be adopted (issued) by an adopting (issuing) body (official) within its (his/her) scope of authority only for the implementation of a legislative act and if directly determined by the legislative act, unless otherwise provided for by this Law. A subordinate normative act shall specify the legislative act on the basis and for the implementation of which the subordinate normative act was adopted (issued).

instead of this article, at the beginning of this decree, in accordance with the nomotechnology, there should be a reference to the relevant article of the tissue law, on the basis of which this decree is issued.
This Ordinance contains provisions which are in line with the following acts of the European Union:
– Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells (OJ L 102, 7.4.2004),
– Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards certain technical requirements for the donation, procurement and testing of human tissues and cells (OJ L 38, 9.2.2006),
– Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards traceability requirements, notification of serious adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells (OJ L 294, 25.10.2006).
· Commission Directive 2012/39/EU of 26 November 2012 amending Directive 2006/17/EC as regards certain technical requirements for the testing of human tissues and cells

· Commission Directive 2015/565 of 8 April 2015 amending Directive 2006/86/EC as regards certain technical requirements for the coding of human tissues and cells;

· Commission Directive 2015/566/EU of 8 April 2015 implementing Directive 2004/23/EC as regards the procedures for verifying the equivalent standards of quality and safety of imported tissues and cells

Chapter II2. COLLECTION AND PROCUREMENT OF TISSUE
Article 44. collection-ის და procurement-ის უფლების მქონე დაწესებულება
(1.) The collection and procurement of tissues may be performed only in healthcare establishments with an adequate specialised activity required for the procurement of certain types of tissue, and that meet the requirements prescribed by this Ordinance (hereinafter: procurement centre).	Comment by Achi Zangurashvili: According to the draft of law on tissues, „Tissue may be procured only in the hospitals/medical institutions with permission for procurement issued by the competent authority“. (article 25, paragraph 1). 

The terms should be the same.	Comment by Achi Zangurashvili: Isn't it better to include this term in the law at the legislative level?
(2.) The collection and procurement of tissues may also be performed by a tissue bank authorised for the activities of the collection and procurement of tissues.
(3.) The healthcare establishments in which the collection and procurement of tissues from deceased are carried out must have an organised system of deceased donor alert/notification in place, and is required to ensure technical and personnel support for the procurement team.	Comment by Achi Zangurashvili: Is this the same "healthcare establishment" as written in the first paragraph? "procurement center"?
Personnel
Article 55. Requirements for personnel in the process of collection and procurement

(1.) The collection and procurement of tissues may be performed by a healthcare establishment, or a tissue bank that meets the following conditions in terms of personnel: 	Comment by Achi Zangurashvili: According to the draft of law on tissues, „roles and responsibilities of the procurement team, as well as their qualification and training requirements shall be determined by the order of the Minister“; (article 25, paragraph 3).

Question: By what act do we set these rules? By government decree or by ministerial order? The government issues a decree and a ministry issues an order.	Comment by Achi Zangurashvili: Is it the same as Procurement centre? (article 4)	Comment by Achi Zangurashvili: Or “procurement centre”?	Comment by Achi Zangurashvili: According to the draft of law on tissues, „Tissue may be procured only in the hospitals/medical institutions with permission for procurement issued by the competent authority“. (article 25, paragraph 1).

The terms should be the same. 
a) it employs an adequate number of health workers qualified for the procurement of tissues for which the authorisation is sought (hereinafter: procurement team), with a documented training in procurement;,
b) it has an appointed head of the procurement team – an expert responsible for the evaluation of the tissue donor in accordance with the criteria related to specific tissue;,
c) it has a verified and maintained list of procurement team members;,
d) it has a detailed description of jobs, tasks, responsibilities, and relationships with other jobs;,
e) it has a plan for continuing professional development of medical personnel in place, which ensures that they:
e.a) acquire the appropriate knowledge and experience in order to understand the procedures related to their job;,
e.b) acquire the relevant knowledge and experience in the application of the standards of good practice in the area of procurement of the adequate tissue;,
e.c) become familiar with the organisational structure and functioning of the State Transplant Service (hereinafter: STS), quality system and the system of notification of serious adverse events and reactions;,
e.d) are adequately informed about the ethical and legal aspects in the area of procurement of the adequate tissue.
(2.) When tissues for a tissue bank are collected and procured by a different healthcare establishment, the tissue bank must have signed agreements with the healthcare establishment concerned on the collection of each type of tissue, in which professionals responsible for the selection of donors and those responsible for the collection and procurement of tissues are listed.	Comment by Achi Zangurashvili: Does this article require a more detailed implementation of Article 25 paragraph 4 of the tissue Bill?

Article 25, paragraph 4:
If tissues from a deceased donor are retrieved by procurement team(s) which is operating for two or more Tissue Banks, an appropriate traceability system across procurements must be ensured to link betweefn the donation identification numbers and all distributed and used tissues/cells originating from the same deceased donor.
(3.) The healthcare establishment or tissue bank must provide personnel for the reconstruction of the bodies of deceased donors.	Comment by Achi Zangurashvili: ??
(4.) Where tissues are intended for immediate transplantation, the procurement team must be connected with the transplant centre or the register of hematopoietic stem cell donors.
Article 66. The coordinator for the collection of tissues
(1.) Healthcare establishments must have an appointed coordinator for the collection of tissues in accordance with the Article 24 of Law on Human Tissues and Cells (hereinafter: the Law).	Comment by Achi Zangurashvili: Is this the correct reference norm? Article 24 regulates testing issues and there is no mention of a coordinator.

Tissue coordinator is not mentioned in the tissue law at all.
(2.) The key donation person (hereinafter: donor coordinator) appointed in accordance with the Law on Human Organs Transplantation may also be appointed as the coordinator for the collection of tissues (hereinafter: tissue coordinator).
(3.) The tissue coordinator must meet the following minimum requirements:
a) a physician licensed for autonomous practice, or exceptionally nurse/technician with proven competencies and skills in evaluation of tissue donors and tissue procurement;
b) have documented training in the area of the collection and procurement of tissues, at least that prescribed by Article 55, paragraph 1, subparagraph “e”point (e) of this Ordinance, as well as theoretical knowledge about  the donor selection criteria, donor evaluation, and practical skills for tissue procurement (when appropriate).
Article 77. Tissue coordinator responsibilities	Comment by Achi Zangurashvili: Article 5, paragraph 2 ((hereinafter: tissue coordinator)
TissueThe coordinator for the collection of tissues is required to:
a) establish system for notification of the potential deceased tissue donor; 
b) provide a on call service for referral(notification) of potential tissue donor;, 
c) coordinate all activities related to the procedure of tissue donation and procurement;,
d) verify the status of deceased person in the Donor Registry; 
e) ensure compliance with consent requirements for deceased donation and approach to donor family;
f) provide the donor and the donor family information on all aspects of tissue donation;
g) obtain the informed consent for the donation from the living donor;,
h) conduct an interview with the family of the deceased donor to evaluate donor suitability for  donation;,
i) inform procurement teams and coordinate preparatory work for the procurement of tissue(s);,
j) cooperate, where appropriate, with the donor coordinator;
k) collect all available data on the health condition of the potential donor required for the  evaluation of donor eligibility, including social and medical history data;
l) fill out, keep and submit complete medical records on potential donors within prescribed deadlines, as well as other forms of the quality system of the healthcare establishment in connection with the procedures of the donation of tissues, including all medical data received after the procurement of tissues has been completed;
m) perform the evaluation of the tissue donor and physical examination, when appropriate;
n) ensure that the prescribed blood and/or tissue samples of a potential donor are collected and delivered in the prescribed manner and within the prescribed deadline;
o) record and investigate serious adverse events and reactions related to the donation and to report them in accordance with a special regulation;,
p) cooperate, where appropriate, with a tissue bank in the investigation of the serious adverse event and reaction;	Comment by Achi Zangurashvili: Only with Tissue bank? Not Healthcare institutions (procurement center) ? (article 4, paragraphs 1 and 2).
q) provide the donor and the donor family information on all aspects of tissue donation.
Facilities
Article 88. Facilities

(1.) The collection and procurement of tissues may be performed by a healthcare establishment or a tissue bank that has adequate facilities for the procurement of tissues, following procedures that minimise the possibility of bacterial or other contamination of procured tissues.
(2.) The procurement of tissues from living donors shall take place in an environment that ensures their health, personal safety and privacy. 
Medical and technical equipment
Article 99. Requirements for medical and technical equipment in the process of collection and procurement 
1. 
The collection and procurement of tissues may be performed by a healthcare establishment or a tissue bank that meets the following conditions in terms of medical and technical equipment:
a) when collecting tissues, sterile instruments and devices must be used. Instruments and devices must be of high quality, qualified or certified and regularly maintained for the collection of tissues;,
b) when reusable instruments are to be used, a validated cleaning and sterilisation procedure for removal of infectious agents has to be in place. Sterilization procedures shall be carried out in accordance with the requirements of the Georgian Pharmacopoeia and the European Pharmacopoeia for the sterilisation of pharmaceuticals and medicinal products;,
c) where applicable, CE marked medicinal products must be used and all personnel handling such products must have received appropriate training on their use.
2. Article 10
The healthcare establishment or tissue bank shall provide the equipment and adequate materials for body reconstruction of deceased donors.
Article 1011. Standard operating procedures
There shall be documented and approved standard operating procedures (hereinafter: SOPs) for the collection and procurement of tissues, at least for:
a) the verification of donor identity;
b) the verification of the consent given by a living donor (an authorised employee verifies and records that the consent was obtained in accordance with the Law,) or the interview conducted with the family of the deceased donor (he verifies and records it);	Comment by Achi Zangurashvili: Who is “authorized employee”? “Tissue coordinator”? And exercises the powers for subparagraphs “g” and “h” of article 7?
c) the verification of the consent for donation in the Donor Registry;
d) eligibility criteria of the donor;
e) eligibility criteria of the laboratory testing;
f) procurement;
g) packaging;
h) labelling;
i) transportation.
Quality system	Comment by Achi Zangurashvili: There was the word "quality system" here, which was probably intended as the title of the chapter (or article). I do not think it is expedient to create such settlements here, because the issues related to the quality system are regulated by another chapter, in particular, the next chapter, Article 35.
Article 12
The donation, collection and procurement of tissues must be performed in accordance with conditions prescribed by this Ordinance.
Article 113. Providing information to the donor
(1.) Prior to the tissue procurement procedure, the donor must be properly informed of at least the following aspects relating to the tissue donation and procurement:	Comment by Achi Zangurashvili: As this list is more specific than Article 15 paragraph 2 of the draft of law on tissues, it seems to me that in Article 15, paragraph 2 of the Law we should add a reference to the by-law and it should be worded as follows:

„Prior to consent, the prospective donor must be informed on the procurement procedure and its risks, testing requirements and his/her rights prescribed by this law and relevant by-law, in particular…”
a) the purpose and nature of the procurement;,
b) consequences and risks of procurement;,
c) laboratory tests for infectious diseases;,
d) analytical tests, including genetic screening, if they are performed;,
e) recording and protection of donor data and of medical confidentiality;,
f) therapeutic purpose of donation and potential benefits for the recipient;,
g) applicable safeguards intended to protect the donor;,
h) obligation to obtain consent for the collection procedure.
(2.) The donor has the right to be informed about the test results referred to in paragraph 1, subparagraphs “c”3 and “d”4 of this Article as well as the interpretation of these results.
(3.) The information referred to in paragraph 1 of this Article must be given by a person trained to interview the donors and able to transmit it in a clear manner, using terms that are easily understood by the donor.	Comment by Achi Zangurashvili: Does the tissue coordinator not participate in this procedure?
(4.) Information referred to in paragraph 1 this Article may be submitted to the donor in writing.
Article 124. Donor evaluation
(1.) The healthcare establishment is required to collect and record all the relevant data from the donor’s medical history, including behavioural history, according to Article 214 of this Ordinance.
(2.) In order to obtain the adequate information referred to in paragraph 1 of this Article, various relevant sources shall be used, including the following:
a) the medical records of the donor,
b) in the case of a living donor, an interview with the donor,
c) for a deceased donor, an interview with a person who knew the donor well,
d) an interview with the physician who is treating or treated the donor;
e) an interview with the general practitioner;
f) the autopsy report.
(3.) In the case of a deceased donor, a physical examination of the body must be performed. The physical examination must be performed to search, detect and record any signs on the basis of which the donor must be deemed unsuitable. The nature of detected unclear signs must be fully clarified by using the medical records and all other available information on the donor.
(4.) When medically justified, a physical examination of the living donor must also be performed.
(5.) The complete donor records must be reviewed and assessed for suitability and signed by a qualified health professional.
6. Article 15
The donor evaluation procedures do not apply to the collection and procurement of tissues for autologous use.
Article 136. Donor selection criteria
(1.) When collecting and procuring tissues, donor selection criteria must be observed.
(2.) The selection of donors must be based on an analysis or risks related to the application of the specific tissue.
(3.) Indicators of such risks must be identified by physical examination, review of the medical history, behavioural history, post-mortem examination (for deceased donors) and any other necessary investigation. 
Article 147. Circumstances precluding donation from the deceased person
1. A deceased donor must be excluded from donation if any of the following criteria applies:

a)1. General criteria for exclusion. In particular:
a.a) cause of death is unknown. Excluded from this criterion are the cases where, following the procurement, the autopsy provides information on the cause of death and no other criteria for exclusion set out in the present Article applies;.
a.b) history of a disease is of unknown aetiology;,
a.c) malignant disease or history of prior malignant disease. The following is excluded from this criterion:
a.c.a) primary basal cell carcinoma;, 
a.c.b) carcinoma in situ of the uterine cervix;, 
a.c.c) some primary tumours of the central nervous system that have to be evaluated according to scientific evidence. 
Note: Donors with malignant diseases can be evaluated and considered for cornea donation, except if the disease concerned is:
a) retinoblastoma;, 
b) haematological neoplasm;, 
c) malignant tumours of the anterior segment of the eye;
a.d)  risk of transmission of diseases caused by prions, for example, to:
a.d.a) people diagnosed with Creutzfeldt–Jakob disease, or variant Creutzfeldt-Jacob disease, or having a family history of non-iatrogenic Creutzfeldt-Jakob disease;,
a.d.b) people with a history of rapid progressive dementia or degenerative neurological disease, including those of unknown origin;,
a.d.c) recipients of hormones derived from the human pituitary gland (such as growth hormones);,
a.d.d) and recipients of grafts of cornea, sclera and dura mater;, 
a.d.e) persons that have undergone undocumented neurosurgical procedures, where dura mater may have been used;.
a.e) systemic infection which is not controlled at the time of donation, including bacterial diseases, systemic viral, fungal or parasitic infections. Significant local infection in the tissues to be donated. Donors with bacterial septicaemia may be evaluated and considered for cornea donation but only where the corneas are to be stored by organ culture to allow detection of any bacterial contamination of the tissue by microbiological testing;,
a.f) history, clinical evidence, or laboratory evidence of HIV, acute or chronic hepatitis B (except in the case of persons with a proven immune status), hepatitis C and HTLV I/II, or transmission risk or evidence of risk factors for these infections;,
a.g) history of chronic, systemic autoimmune disease that could have a detrimental effect on the quality of the tissue to be retrieved;,
a. h) application of procedures and therapy with donors that render laboratory tests unreliable:
a.h.a) haemodilution higher than 50%, where a pre-transfusion/infusion sample is not available;,
a.h.b) treatment with immunosuppressive agents;,
a.i) evidence of any other risk factors for transmissible diseases on the basis of a risk assessment, taking into consideration donor travel and exposure history and local infectious disease prevalence;,
a.j) presence on the donor’s body of physical signs implying a risk of transmissible disease(s);, 
a.k) ingestion of, or exposure to, a substance (such as cyanide, lead, mercury, gold) that may be transmitted to recipients in a dose that could endanger their health;,
a.l) recent history of vaccination with a live attenuated virus where a risk of transmission is considered to exist;,
a.m) transplantation with xenografts.
2. Additional exclusion criteria for deceased child donors are:
a) any children born from mothers with HIV infection or that meet any of the exclusion criteria described in paragraph 1 of this Article must be excluded as donors until the risk of transmission of infection can be definitely ruled out;,
b) children aged less than 18 months born from mothers with HIV, hepatitis B, hepatitis C or HTLV infection, or at risk of such infection, and who have been breastfed by their mothers during the previous 12 months, cannot be considered as donors regardless of the results of the analytical tests;,
c) children of mothers with HIV, hepatitis B, hepatitis C or HTLV infection, or at risk of such infection, and who have not been breastfed by their mothers during the previous 12 months and for whom analytical tests, physical examinations, and reviews of medical records do not provide evidence of HIV, hepatitis B, hepatitis C or HTLV infection, can be accepted as donors.
Article 158. Criteria for allogenic living donors
(1.) The tissue bank shall establish and document selection criteria for allogeneic living donors.
 	(2.) Allogeneic living donors must be selected on the basis of the eligibility assessment procedure, which includes the analysis of their health condition and medical history collected by means of a questionnaire and an interview conducted by a qualified and trained healthcare professional, pursuant to paragraph 3 of this Article.
(3.) The eligibility assessment must include relevant factors that may assist in identifying and screening out persons whose donation could present a health risk to others, such as the possibility of transmitting infectious diseases, or health risks to themselves. 
(4.) The collection process must not interfere with or compromise the health or care of the donor. 
(5.) In the case of umbilical cord blood or amniotic membrane donation, the provisions of paragraphs 3 and 4 of this Article also apply to both mother and child.
 	(6.) Selection criteria referred to in paragraph 6 of this Article must take into consideration the specific tissues, together with the donor’s physical status and medical and behavioural history and the results of clinical investigations and laboratory tests establishing the donor’s state of health.
(7.) Allogeneic living donors must not be considered eligible for donation if one of the criteria set out in Article 147 of this Ordinance is met, except the criteria referred to in subparagraph “a.a” of paragraph 1 of point (a) of that Article.
(8.9) Depending on the tissue to be donated, other specific exclusion criteria may need to be added, such as:
(a) pregnancy (except for donors of umbilical cord blood cells and amniotic membrane and sibling donors of haematopoietic progenitors);,
(b) breastfeeding;

(c) in the case of haematopoietic progenitor cells, the potential for transmission of inherited conditions.
-----------------------------------------hsc
Article 169. Responsible person conclusion
The responsible person may authorise the conclusion rendering the donor referred to in Article 147 subparagraph 1 subparagraphpoint “(a.e”) and Article 158 of this Ordinance eligible, if such  conclusion has been justified in a documented risk assessment. 
Article 17. Storage and processing of removed tissues20
(1.) If the removed tissues and cells are to be stored or cultured, the same minimum set of biological testing requirements must apply for autologous donor, as for an allogeneic living donor. 
(2.) Positive test results will not prevent the tissues or any product derived from them being stored, processed and reimplanted.
(3.) Tissues referred to in paragraph 2 of this Article may be stored and processed if conditions have been met to ensure no risk of cross-contamination of other grafts and no risk of contamination of auxiliary materials and no risk of mix-ups.
Article 1821. Donor testing
(1.) Tissue donors must be tested, in accordance with this Ordinance, for blood-borne infectious diseases.
(2.) The following serological tests must be performed for all donors as a minimum requirement:
a) HIV 1 and 2 – Anti-HIV-1,2;
b) Hepatitis B – HBsAg and Anti-HBc;
c) Hepatitis C – Anti-HCV;
d) Syphilis – pursuant to Article 6 of this Ordinance.	Comment by Achi Zangurashvili: Is the correct reference norm? Article 6 is concerned the tissue coordinator.
(3.) Nucleic acid amplification testing (NAT) must be performed on all donors at least for HIV 1, HBV and HCV.
(4.) In addition to testing referred to in Article 2 of this Ordinance, HTLV-I antibody testing must be performed for donors living in, or originating from, high-prevalence areas or with sexual partners originating from those areas, or where the donor’s parents originate from those areas.
(5.) If a donor is anti-HBc positive and HBsAg negative, an anti-HBs titer is necessary with a risk assessment to determine eligibility of the donor. Donor tissues with titer greater than 100 U/l and a negative NAT test may be released.
(6.) A validated testing algorithm must be applied to exclude the presence of active infection with Treponema pallidum. A non-reactive test, specific or non-specific, can allow tissues and cells to be released. When a non-specific test is performed, a reactive result will not prevent acceptability if a specific confirmatory Treponema pallidum test is non-reactive. A donor whose specimen tests are reactive on a Treponema-specific test will require a thorough risk assessment to determine eligibility for use.
(7.) In certain circumstances, additional testing may be required depending on the donor’s medical history and the characteristics of the tissue or cells donated, such as ABO, RhD, HLA antigens and antibodies, malaria, CMV, toxoplasma, EBV, Trypanosoma cruzi.
(8.) For testing of autologous donors, provisions of Article 1720 of this Ordinance apply.
Article 1922. Requirements for tests
(1.) The tests shall be carried out exclusively on the donor’s serum or plasma and they must not be performed on other bodily fluids or secretions.
(2.) By way of derogation from paragraph 1 of this Article, tests can be carried out on other bodily fluids or secretions only if specifically justified and using a validated test for such a use.
(3.) When potential donors have lost blood and have recently received donated blood, blood components, colloids or crystalloids, blood testing may not be valid due to haemodilution of the sample. 
(4.) An algorithm must be applied to assess the degree of haemodilution in the following circumstances:
a) ante-mortem blood sampling: if transfusion or infusion occurred in the 48 hours preceding blood sampling or if crystalloids were infused in the hour preceding blood sampling;,
b) post-mortem blood sampling: if transfusion or infusion occurred in the 48 hours preceding death or if crystalloids were infused in the hour preceding death..
(5.) The issue bank may accept tissues from donors with plasma dilution of more than 50% only if the testing procedures used are validated for such plasma samples or if a pre-transfusion/pre-infusion samples are available.
(6.) In the case of a deceased donor, blood samples must have been obtained just prior to death or, if not possible, within 24 hours after death at the latest.
(7.) In the case of living donors (except allogeneic bone marrow stem-cell and peripheral blood stem-cell donors, for practical reasons), blood samples must be obtained at the time of donation or, if not possible, within seven days post donation (the “donation sample”).
(8.) In the case of bone marrow and peripheral blood stem-cell collection, blood samples must be taken for testing within 30 days prior to donation.
(9.) Where NAT testing cannot be carried out in justifiable and documented circumstances and where tissues of allogeneic living donors can be stored for long periods, repeat sampling and testing is required after an interval of 180 days. In these circumstances, the “donation sample” can be taken up to 30 days prior to and 7 days post tissue donation.
(10.) Where tissues of allogeneic living donors cannot be stored for long periods, provision of paragraph 8 of this Article applies. 
(11.) If in a living donor the “donation sample”, as defined in paragraph 7 of this Article, is tested by NAT for HIV, HBV and HCV, testing of a repeat blood sample is not required. Retesting is also not required if the processing includes an inactivation step that has been validated for the viruses concerned.
(12.) In the case of neonatal donors, test samples may be taken from the mother. 
Article 203. Separate requirements for collection and procurement procedures
(1.) The collection and procurement procedures must be appropriate for the type of donor and the type of tissues donated. There must be procedures in place to protect the safety of the living donor.
(2.) The collection and procurement procedures must preserve the required properties of the tissues. The collection and procurement must be carried out in the manner that minimises the risk of microbiological contamination during the process, particularly when tissues cannot subsequently be sterilised.
(3.) For deceased donation, the area of access must be restricted. Tissues must be procured from a local sterile field using sterile drapes. Personnel conducting procurement must be clothed appropriately for the type of procurement. Personnel must scrub, be gowned in sterile clothing and wear sterile gloves, face shields and, if necessary, protective masks.
(4.) In the case of a deceased donor, the place of procurement must be recorded and the time interval from death to procurement must be specified so as to ensure that the required biological and/or physical properties of the tissues are retained.
(5.) Once the tissues have been retrieved from a deceased donor body, it must be reconstructed so that it is as similar as possible to its original anatomical appearance.
(6.) Any adverse event occurring during procurement that has or may have resulted in harm to a living donor must be recorded and reviewed. The outcome of any investigation to determine the cause of that adverse event must also be recorded and reviewed.
(7.) Rules and procedures must be in place to minimise the risk of tissue contamination by personnel who might be infected with transmissible diseases.
(8.) The tissue donor must be assigned a unique identification number by the health establishment or the tissue bank.
(9.) Donated tissues must be assigned a unique identification number when procured or in the bank, in accordance with the ISBT 128 standard for identification, labelling and transfer of information for tissues and cells.
(10.) The donor information must be entered in the national information system (e Transplant) under a unique identification code.
Article 214. Records
(1.) For each donor, there must be a record containing the following in writing:	Comment by Achi Zangurashvili: According to the draft of law on tissues: article 31, paragraaph, 2 - The records referred to in paragraph 1 of this Article shall be kept in electronic form but may also be kept in writing.

Do not want such a record here?
a) the donor identification: first name, family name, date of birth and sex;,
Note: If a mother and child are involved in the donation: both the name and date of birth of the mother and the name, if known, date of birth and sex of the child.,
b) age, medical and behavioural history of the donor (the information collected must be sufficient to allow decision on the acceptability of the donor);
c) outcome of physical examination of the body, where applicable;
d) haemodilution formula, where applicable;
e) the consent/authorisation form, where applicable, or the form from the register of non-donors;,
f) clinical data, laboratory test results, and the results of other tests carried out;,
g) the results of an autopsy, where it was performed (for tissues that cannot be stored for extended periods, a preliminary verbal report of the autopsy must be recorded);,
2. for haematopoietic progenitor cell donors, the donor’s suitability for the chosen recipient must be documented. It is necessary to justify the donor's suitability for the chosen recipient. For unrelated donations, when the establishment responsible for procurement has incomplete recipient data, the transplanting centre must be provided with donor data relevant for confirming suitability.	Comment by Achi Zangurashvili: This sub-paragraph does not technically follow the first sentence of the first paragraph. This subparagraph should therefore be separated as a separate paragraph or as a note.
(32.) The procurement centre must produce a procurement report and pass it on to the tissue bank. 
(34.) The report referred to in paragraph 32 of this Article must contain at least:
a) the identification, name and address of the tissue bank to receive the tissues;,
b) donor identification data (including data on how and by whom the donor was identified);
c) description and identification of procured tissues, including samples for testing;,
d) identification of the person who is responsible for the procurement procedure, including signing the procedure documents;,
e) date, time (where relevant, start and end for each individual tissue) and location of procurement and procedure used (SOP identification number);, 
f) any incidents that occurred during the collection procedure;,
g) where relevant, environmental conditions at the procurement facility;,
h) for deceased donors, conditions under which the cadaver is kept (refrigerated or not, time of start and end of refrigeration) and the date and time of death;,
i) name and type of reagents, transport media and materials used, including batch numbers and expiry date.
(45.) All the records must be clear and readable, and protected from unauthorised amendment.
6. The records must remain clear and readable and readily retrieved throughout their specified retention period.
7.(5) Donor records required for traceability must be kept for a minimum of 30 years after use, or the expiry date, in an appropriate archive.
8.(6) The content of the records referred to in paragraph 75 of this Article is prescribed by the Ordinance on the method for monitoring serious adverse events and serious adverse reactions in the area of the application of human tissues and cells, the method for keeping records and on deadlines for reporting, and on the content and form of the annual report.	Comment by Achi Zangurashvili: Or the order of the Minister? See. Subparagraph "g" of the first paragraph of Article 51 of the Draft tissue Law.
Article 225. Packaging
(1.) Following procurement, all recovered tissues must be packaged individually, in a manner which minimises the risk of contamination and must be stored at temperatures that preserve the required characteristics of the tissues. The packaging must also prevent contamination of persons responsible for packaging and transportation of the tissues.
(2.) The container for shipping packaged tissues must be suitable for the transport of biological materials and maintain the safety and quality of the contained tissues during transportation.
(3.) Any accompanying tissue or blood samples for testing must be accurately labelled to ensure traceability to the donor. The label must include the time and place the specimen was taken.
Article 236. Labelling
(1.) At the time of procurement, every package containing tissues must be labelled. The primary tissue container must indicate the donation identification and the type of tissue. 	Comment by Achi Zangurashvili: According to the draft of law on tissues (article 30, paragraph 2), The Tissue  Bank shall ensure that all tissues are properly labeled. The label shall bear a unique code and the name of the Institution (or bank code - if applicable);

In this case, does this norm mean "unique code"? Do you need to specify?
(2.) Where the size of the package permits, the following information must also be provided:
a) date (and time where possible) of donation;,
b) name and address of the healthcare establishment where procurement has taken place;,	Comment by Achi Zangurashvili: According to the draft of law in tissues (aarticle 30, paragraph 2), The Tissue  Bank shall ensure that all tissues are properly labeled. The label shall bear a unique code and the name of the Institution (or bank code - if applicable);

In this case, does this sub-paragraph mean “bank code”? Does not it need to specify?	Comment by Achi Zangurashvili: In the tissue bill we have a recording on the „tissue bank“ and not on the „healthcare establishment“. What is meant by a healthcare establishment in this case?
c) potential health hazard warnings;,
d) nature of any additives and media, if used;,
e) in the case of autologous donations, the label must state “FOR AUTOLOGOUS USE ONLY”,
f) in the case of directed donations, the label must identify the intended recipient.
(3.) If any of the information referred to in paragraph 2 of this Article cannot be included on the primary package label, it must be provided on a separate sheet accompanying the primary package.
(4.) The shipping container must be labelled at least with:
a) “HUMAN TISSUES FOR TRANSPLANTATION” and “HANDLE WITH CARE”;,
b) the name, address and phone number of the establishment from which the package is being transported, and a contact person in the event of problems during transportation;,
c) the name, address and phone number of the tissue bank of destination, and the person to be contacted to take delivery of the container;,
d) the date and time of the start of transportation;,
e) specifications concerning conditions of transport relevant to the quality and safety of the tissues;,
f) in the case of all cellular products, the following indication: “DO NOT IRRADIATE”;,
g) when a product is known to be positive for a relevant infectious disease marker, the following indication: “BIOLOGICAL HAZARD”;,
h) in the case of autologous donors, the following indication: “FOR AUTOLOGOUS USE ONLY”;,
i) specifications concerning storage conditions (such as “DO NOT FREEZE”), etc.
Chapter III3. TISSUE BANK
Article 247. Powers of the tissue banks
(1.) Tissue banking can be performed in a Healthcare Establishment that meets the requirements prescribed for tissue banks by this Ordinance.	Comment by Archil Zangurashvili: Compliance with Article 4, paragraph „q“ of the tissue project is required, according to which: „Tissue Bank – is a Medical Institution/Hospital, or its unit...“
(2.) The tissue bank carries out at least the activities of processing, preservation and storage of tissue.	Comment by Archil Zangurashvili: Compliance with Article 4, paragraph „q“ of the tissue project is required, according to which: „Tissue Bank – is a Medical Institution/Hospital, or its unit licensed for processing, preservation, storage and/or distributions of tissues...“
(3.) The tissue bank may also perform the activities of collection, procurement, testing and distribution if it meets the conditions for such activities prescribed by this Ordinance.	Comment by Archil Zangurashvili: Compliance with Article 4, paragraph „q“ of the tissue project is required, according to which: „Tissue Bank may also be authorized for tissue procurement and/or testing“;
(4.) The tissue bank may also perform the tissue import and export activities if it meets the conditions for such activities prescribed by this Ordinance.	Comment by Achi Zangurashvili: Or order?
Personnel
Article 258. Requirements for personnel in the process of processing, preservation, storage and distribution	Comment by Achi Zangurashvili: According to the paragraph 2 of article 4 of this by-law: 
“procurement of tissues may also be performed by a tissue bank authorised for the activities of the collection and procurement of tissues”, 

and according to the paragraph 1 of the article 5 of this by-law: 
“procurement of tissues may be performed by a healthcare establishment, or a tissue bank that meets the following conditions in terms of personnel: a) it employs an adequate number of health workers qualified for the procurement of tissues for which the authorisation is sought (hereinafter: procurement team), with a documented training in procurement;”

Therefore, question: in this article (25) is “procurement team” meant in ‘’personnel”? 

According to the paragraph 1 of the article 5 of this by-law hereinafter in the text of by-law should be used „procurement team “.


(1.) In order to perform activities related to the processing, preservation, storage and distribution of tissues, the tissue bank must meet the following conditions in terms of expert personnel:
a) have a sufficient number of expert personnel qualified to perform activities for which authorisation is sought;,
b) verify the competency of the personnel, in accordance with the established quality system;, 
c) have for each employee a clear, documented and up-to-date job description. Their tasks, responsibilities and accountability must be clearly documented and understandable;,
d) ensure that expert personnel obtain the initial basic training.
(2.) The training referred to in paragraph 1 point “d”) of this Article must be carried out whenever procedures change. The training should be in line with the latest scientific knowledge and provide the professional development of employees.
(3.) The training programme must ensure and document that each individual:
a) has demonstrated competence in the performance of their designated tasks;,
b) has an adequate knowledge and understanding of the scientific principles and technical processes relevant to their designated tasks;,
c) understands the organisational framework, quality system and health protection measures;,
d) is adequately informed of the ethical, legal and regulatory context of their work.
(4.) The tissue bank must have at its disposal a physician with adequate specialisation, who will provide counselling and monitor medical activities of the tissue bank such as: donor selection, evaluation of the clinical outcome of the application of tissues, and collaboration with healthcare professionals that apply the tissues.
Article 269. Responsible person	Comment by Achi Zangurashvili: According to Article 51 paragraph 1, sub paragraph „c“ of the tissue bill, the Minister shall issue the following By-Law:
the requirements for the responsible persons of Tissue Bank;

This act should not be issued separately by the Minister, right? Because we are regulating this issue with this act.
(1.) The tissue bank must appoint the responsible person – head of the tissue bank, who must meet at least the following conditions:	Comment by Achi Zangurashvili: According to the draft of law on tissues, 
Tissue bank must have the responsible person(s)... (article 22, paragraph 3)

What does the plural in this norm mean? (persons). How many can you have? If "replacement" is meant

a) physician with a specialisation suitable for the type of activity of the tissue bank;,
b) have at least two years of practical experience in the area of tissue banking.,
[bookmark: _GoBack](2.) The tissue bank must appoint a replacement in case of temporary absence of the responsible person referred to in paragraph 1 of this Article. The replacement must meet the same conditions as the responsible person.
Article 27. Obligations of the responsible person30
(1.) The responsible person referred to in Article 269 of this Ordinance is required to:
a) ensure that all tissue bank activities are performed in accordance with the conditions prescribed by the Act and ordinances adopted pursuant to the Act;,
b) ensure that the quality management system is in place;,
c) ensure the conditions in terms of expert personnel in accordance with Article 258 of this Ordinance;,
d) ensure that the procedures of donor selection and evaluation as well as the collection and procurement of tissue is carried out in accordance with conditions prescribed by the Act and ordinances adopted pursuant to the Act;,
e) ensure an accurate and quick withdrawal of tissues that may cause potential serious adverse events and/or reactions;,
f) provide the Licencing/Competent/Authority with all necessary information and documents for the procedure of granting authorisation for the performance of activities referred to in Article 247 of this Ordinance;,
g) ensure that inspection is carried out and that the tissue bank is prepared for it;,
h) submit to the Competent Authority an annual report on the activities of the tissue bank;,
i)  ensure that the Competent Authority is notified of serious adverse events and reactions;,
j)  ensure that the reports on serious adverse events and reactions, along with the causal analysis, are submitted to the Competent Authority.
(2.) The tissue Bank is required to submit to the Licencing/Competent/Authority the name and contact details of the appointed responsible person and his replacement.
(3.) In the event of temporary absence of the appointed responsible person the tissue bank is required to inform the Licencing/Competent/Authority thereof without delay and in writing.
(4.) In the case of the appointment of a new responsible person the tissue bank is required to inform the Licencing/Competent/Authority thereof without delay and in writing. 
Premises
Article 2831. Premises

1. The tissue bank must meet the following requirements in terms of premises:
a)1. depending on the type of tissue, there should be separate areas or a security system for the separation of tissues in quarantine from the tissues that are discarded, and the tissues accepted for application;,
b)2. the area in which the tissues are processed must be constructed, organised and maintained in a way that minimises the risk of contamination, including cross-contamination. The efficiency of performance, organisation and maintenance must be validated and monitored;,
c)3. if the tissues are exposed to the environment during processing, they must be processed in an area with an air quality corresponding to Grade A of The Guide of Good Manufacturing Practice for Pharmaceuticals, as well as in compliance with additional special features for specific procedures and types of pharmaceuticals “The Rules Governing Medicinal Products in the European Union, Volume 4 - Good Manufacturing Practices, Medicinal Products for Human and Veterinary use, 1998 Edition, European Commission, Directorate General III - Industry, Pharmaceutical and Cosmetics” with all amendments (hereinafter GMP). The air quality in the area where the tissue is processed must be appropriate for the type of tissue that is processed, but must meet at least Grade D of GMP. The air quality must be validated and monitored.,
24. less stringent air quality requirements than those specified in subparagraph “c” of the paragraph 13 of this Article may be acceptable in the following caseswhere:
a) a validated microbial inactivation or validated terminal sterilisation process is applied;, or
b) where it is demonstrated that exposure in a Grade A air quality environment has a detrimental effect on the required properties of the tissue concerned;, or
c) where it is demonstrated that the mode and route of application of the tissue to the recipient implies a significantly lower risk of transmitting bacterial or fungal infection to the recipient than without tissue transplantation;,
d) where it is not technically possible to carry out the required process in a Grade A air quality environment (for example, due to requirements for specific equipment in the processing area that cannot be fully validated as compatible with Grade A).
35. If tissues are processed in an environment with a lesser air quality than grade A, the air class quality required for the procedure must be specified. It must be validated that the procedure undertaken in specified air quality environment achieves the quality and safety criteria required for the intended purpose, mode of application and immune status of the recipient,
46. the storage conditions necessary to maintain the required tissue properties, including relevant parameters such as temperature, humidity or air quality must be defined. 
Critical parameters must be monitored and recorded, and the values must be maintained within the specified range, 
57. storage facilities must be provided that enable clear separation of tissues in quarantine from those that are released and from those that are discarded, in order to prevent mix-up and cross-contamination between them.
6. Physically separated areas or storage devices or secured segregation within the device must be allocated in both quarantine and released storage locations for holding certain tissue procured in compliance with special criteria.
78. the entrance to the tissue bank area must be controlled and recorded by means of an electronic identification system and ID scanner integrated with a barrier,
89. the premises must be maintained and cleaned regularly and the waste must be disposed of. The method of performing the above activities must be prescribed.
Medical and technical equipment	Comment by Achi Zangurashvili: This Act has Article 9, which regulates issues related to medical and technical equipment in the process of collection and procurement.

This, Article 29, regulates issues related to medical and technical equipment in the process of activities specified in article 24 of this act.

for one's part, Article 24 (paragraph 3) of this order also regulates issues related collection and procurement

In view of the above, Articles 9, 24 and 29 need to be complied with.
Article 2932. Medical and technical equipment

(1.) The tissue bank must have at its disposal adequate equipment and materials to carry out activities specified in Article 247 of this Ordinance.
(2.) The equipment and material used must be designed and maintained to suit its intended purpose.
Article 303. Medical and technical equipment and devices relevant to tissue quality and safety
(1.) All medical and technical equipment and devices relevant to tissue quality and safety (hereinafter: critical equipment) and all medical and technical devices must be identified.	Comment by Achi Zangurashvili: See paragraph 2 of this article „All critical equipment and technical devices...“
(2.) All critical equipment and technical devices must be validated, regularly inspected and preventively maintained in accordance with the manufacturers' instructions, which should be documented. The procedure of validation must be carried out before the use of new and repaired equipment.
(3.) Where equipment or materials affect critical processing or storage parameters (e.g. temperature, pressure, particle counts, microbial contamination levels), they must be identified and permissible deviations must be prescribed. There also must be a monitoring system in place with alerts and prescribed corrective action, to detect malfunctions and defects and to ensure that the critical parameters are maintained within acceptable limits at all times.
(4.) All equipment with a critical measuring function must be calibrated against a valid standard and/or norm.
(5.) Maintenance, servicing, cleaning and disinfection of all critical equipment must be performed regularly and recorded accordingly.
(6.)  Procedures for the operation of critical equipment, detailing the action to be taken in the event of malfunctions or failure, must be available.
Article 314. Specifications for critical materials and reagents
(1.) A tissue bank must have in place detailed specifications for all critical materials and reagents. In particular, specifications for additives (e.g. solutions) and packaging materials must be defined. 
(2.) Critical materials and reagents must conform to the requirements laid down in a special regulation for medicinal products and “in vitro” diagnostic medicinal products, where appropriate, or other documented requirements and specifications.
Quality system
Article 32.5 Quality system of the tissue bank

(1.) The tissue bank must establish a documented quality system based on the principles of good manufacturing practice together with an efficient quality management system for activities for which authorisation is sought.
(2.) The haematopoietic progenitor cells bank must be accredited according to the standards of The Joint Accreditation Committee-ISCT (Europe) and EBMT (JACIE).
(3.) The umbilical cord blood bank must be accredited according to the standard of the Foundation for Accreditation of Cellular Therapy (FACT-NetCord Accreditation).
(4.) The quality system must ensure that work performed is standardised, and that all steps are traceable: identification, donor eligibility, collecting, processing, labelling, preservation, storage, transport, distribution or disposal, including quality control and quality assurance. 
(5.) The quality system must include at least the following documents:
a) standard operating procedures (SOPs);,
b) guidelines;,
c) personnel training manuals;,
d) reporting forms;,
e) donor records.
Article 336. The information system of tissue bank
(1.) The tissue bank must have an efficient, verified and validated information system in place, which is developed exclusively for its intended purpose and suitable for activities it performs, and intended for all activities performed.
(2.) The information system must be selected in accordance with the Tissue Banking Development Plan.
Article 347. Obligations of the tissue banks
The tissue bank shall:
a) 1. have an organisational structure and operational procedures, which clearly define accountability and reporting relationships for each job and which are appropriate to the activities for which authorisation is sought;,
b)2. provide a continual training programme that ensures that each individual:
b.a) has obtained an adequate knowledge and experience to understand the technical and scientific processes relevant to their designated tasks;,
b.b) understands the organisational framework, functioning of the NTN and the quality system;, 
b.c) is adequately informed of the ethical, legal and professional standards of good practice in the area of tissue banking., 
c)3. have an established and documented quality management system applied to the activities that the tissue bank performs,
d)4. identify and minimise the risks inherent in the use and handling of biological material, consistent with maintaining adequate quality and safety for the intended purpose of the tissues. The risks include those relating in particular to the procedures, environment, staff health status specific to the tissue bank.
e)5. have third party agreements specifying the terms of the relationship and responsibilities as well as the protocols to be followed to meet the required performance specification,
f)6. have documented system in place, supervised by the responsible person, for ratifying that tissues and meet appropriate specifications for safety and quality for release and for their distribution,
g)7. have an agreement with an establishment/legal person to which tissues are distributed and which at least regulates the obligation of the establishment/legal persons to record and forward to the tissue bank information on the final destiny of distributed tissues in a timely manner,
h)8. in the event of termination of activities, have an agreement with another tissue bank concluded for the performance of activities in accordance with the Act,
i)9. in the event of termination of activities, have documented procedures for the disposal of tissue in place, which shall include reliable and accurate transfer of all traceability data and material.
j)10. have a strategy for the re-provision of services in an emergency situation. 
Article 35. Documentation 8
(1.) The documentation must be clearly defined and effective, records and lists (registers) accurate, and Standard Operating Procedures (SOPs) authorised. Documents must be regularly reviewed and must conform to the standards laid down in the Law and bylaws/ordinances adopted pursuant to the Law.
(2.) For every critical activity, the materials, equipment and personnel involved must be identified and documented.
(3.) All changes to documents must be reviewed, approved, dated and documented. A document control procedure must be established to provide for the history of document reviews and changes. Activities must be implemented promptly in accordance to such changes. An authorised employee shall ensure that correct version of the documentation is implemented.
(4.) Records must be shown to be reliable and a true representation of the results.
(5.) Records must be legible and indelible. They may be handwritten or transferred to another validated system, such as a computer or microfilm.
(6.) Without prejudice to Article 214 paragraph 5 of this Ordinance, all records, including raw data, which are critical to the safety and quality of the tissues shall be kept so as to ensure access to these data for at least 10 years after expiry date, clinical use or disposal of tissues.
(7.) Records must be in accordance with Article 9 of the Act. Access to data and registers must be restricted to persons authorised by the responsible person, and to the competent authority for the purpose of inspection.
Article 36. Audit system9
(1.) An audit system must be in place for all the activities of the tissue bank. Trained and competent persons must conduct the audit, at least every two years, in order to verify compliance with the approved protocols and the regulatory requirements. Findings and corrective actions must be documented. 
(2.) Deviations from the prescribed standards of quality and safety must lead to documented investigations. Where appropriate, corrective and preventive actions must be established. The fate of non-conforming tissues must be decided in accordance with written procedures. The implementation of such procedures shall be supervised and recorded by the responsible person. All non-conforming tissues must be identified and accounted for.
	(3.) Corrective actions must be documented, initiated and completed in a timely and effective manner. Preventive and corrective actions should be assessed for effectiveness after implementation.
(4.) The tissue bank must have processes in place for review of the performance of the quality management system to ensure continuous and systematic improvement.
Article 37. Obligations of the tissue bank upon reception of tissues40
(1.) Upon reception of tissues the tissue bank must verify that:
a) all tissue donors have been tested in accordance with the requirements of Article 1821 and 1922 of this Ordinance, that is, that appropriate samples for testing have been submitted;,
b) selection and acceptance criteria have been respected in accordance with the requirements of Articles 124-, 15, 16, 17, 18, ​​19 and 1720 of this Ordinance;,
c) documentation has been submitted in accordance with the requirements of Article 214 this Ordinance.
(2.) Upon reception of tissues the tissue bank must verify and record that the packaging of received tissues complies with the requirements referred to in Article 225 of this Ordinance.
(3.) All received tissues not conforming with requirements specified in paragraph 1 and 2 of this Article shall be discarded.
4. Acceptance or rejection of received tissues and cells must be documented.
5(.4) The tissue bank must verify that tissues have been marked correctly in each document. Each delivery or batch of tissues shall be assigned a unique identification number in accordance with Article 2023, paragraphs 8 and 9 of this Ordinance.
Article 41	Comment by Achi Zangurashvili: Is it not better to combine this norm with the norm of Article 38, paragraph 2,because it regulates the legal relations related to the quarantine of both tissues?
6. Tissues must remain in quarantine until procedures related to testing and collection of donor data have been completed. 
Article 38. Procedures to be taken after retrieved tissues arrive at the tissue bank42
(1.) When the retrieved tissues arrive at the tissue bank, there must be documented verification that the transport conditions, packaging, labelling and associated documentation and samples meet the requirements of this Ordinance and the specifications of the receiving establishment.
(2.) The tissue received shall be quarantined until it, along with the associated documentation, has been verified as conforming to requirements referred to in paragraph 1 of this Article. The review of donor and procurement information shall be carried out by specified/authorised persons.
(3.) The tissue bank must have documented procedures and specifications against which tissues and samples, are verified. These must include the technical requirements and other criteria considered by the tissue bank to be essential for the maintenance of acceptable quality of tissues. 
(4.) The tissue bank must have documented procedures for the management and segregation of non-conforming consignments, or those with incomplete test results. Such procedures must ensure that there is no risk of contamination of other tissues.
(5.) The following data that must be registered at the tissue bank:
a) consent/authorisation; including the purpose for which the tissues may be used (i.e. therapeutic or research, or both therapeutic use and research) and any specific instructions for disposal if the tissues are not used for the purpose for which consent was obtained;,
b) all required records relating to the procurement and the taking of the donor history;, 
c) results of physical examination, of laboratory tests and of other tests;,
d) for allogeneic donors, a properly documented review of the complete donor evaluation against the selection criteria. The evaluation shall be carried out by an authorised and trained person;,
e) in the case of tissues intended for autologous use, documentation of the possibility of medicinal allergies of the recipient.
Article 394. Conditions to be met by a tissue bank when performing tissue processing and storage procedures3
(1.) The tissue bank must meet the following conditions in terms of tissue processing and storage procedures:
a)1. the critical processing procedures must be validated and must not render the tissues clinically ineffective or harmful to the recipient. The validation may be based on studies performed by the tissue bank itself, or on data from published studies or, for well establishedwell-established processing procedures, by retrospective evaluation of the clinical results for tissues supplied by the tissue bank;,
b)2. it has to be demonstrated that the validated process can be carried out consistently and effectively in the tissue bank environment by the personnel;.
c)3. the procedures must be documented in SOPs which must conform to the validated method;,
d)4. it must be ensured that all processes are conducted in accordance with the approved SOPs;,
e)5. where a microbial inactivation procedure is applied to the tissue or cells, it must be specified, documented, and validated;,
f)6. before implementing any significant change in processing, the modified process must be validated and documented;,
g)7. the processing procedures must undergo regular critical evaluation to ensure that they continue to achieve the intended results;,
h)8. maximum storage time must be specified for each type of storage condition. The selected period must reflect, among others, possible deterioration of the required tissue properties;,
i)9. there must be a system of inventory hold for tissues to ensure that they cannot be released until all requirements laid down in the Law and ordinances adopted under the Law have been satisfied;.
j)10. a system for identification of tissues throughout any phase of processing in the tissue bank must clearly distinguish released from non-released (quarantined) and discarded products.,
(2.) Procedures for discarding tissue must prevent the contamination of other donations and products, the processing environment or personnel. These procedures must comply with special national regulations on waste disposal.
Article 40. Conditions to be met by a tissue bank when performing tissue release procedures
4
(1.) The tissue bank must meet the following conditions for the procedures of tissue release:
a)1. there must be a standard operating procedure that details the circumstances, responsibilities and procedures for the release of tissues and cells for distribution;,
b)2. records must demonstrate that released tissues comply with all prescribed specifications, in particular that all current declaration forms, relevant medical records, processing records and test results have been verified according to a written procedure by a person authorised for this task by the responsible person.
(2.) Where appropriate, a documented risk assessment approved by the responsible person of the tissue bank must be undertaken to determine the fate of all stored tissues following the introduction of any new donor selection or testing criterion or any significantly modified processing step that enhances safety or quality.
Article 41. Conditions to be met by a tissue bank when performing tissue distribution procedures 5
The tissue bank must meet the following conditions for the procedures of tissue distribution:
a)1. there must be standard operating procedure(s) that detail the distribution procedures;,
b)2. procedures must be established for managing submitted applications for tissue donation. Rules for the tissue allocation to certain patients or healthcare institutions must be documented and available to these parties at their request;,
c)3. critical transport conditions, such as temperature and time limit, must be defined to maintain the required tissue properties;,
d)4. containers/packages must be secure and ensure that the tissues are maintained in the specified conditions. All containers and packages must be validated as fit for their purpose;,
e)5. where distribution is carried out by a contracted third party, a documented agreement must be in place to ensure that the required conditions are maintained;,
f)6. there must be personnel authorised to assess the need for recall and to initiate and coordinate the necessary actions;,
g)7. an effective recall procedure must be in place, including a description of the responsibilities and actions to be taken. This must include notification to the competent authority;,
h)8. actions must be taken within pre-defined periods of time and must include tracing all relevant tissues and, where applicable, must include “trace-back”. The purpose of the investigation is to identify any donor who might have contributed to causing the reaction in the recipient and to separate all available tissues from that donor, as well as to notify consignee establishments and recipients of tissues procured from the same donor in the event that they might have been put at risk;.
i)9. a documented system must be in place for the handling of returned products including criteria for their acceptance into the tissue bank, if applicable.
Article 42. Requirements for primary tissue container6
(1.) TThe primary tissue container must provide the following information:
a) type of tissue, identification number of the tissue, and lot or batch number where applicable;,
b) identification of the tissue bank;,
c) expiry date of the tissue;,
d) in the case of autologous donation, this has to be specified: “FOR AUTOLOGOUS USE ONLY”, and the recipient has to be identified;,
e) in the case of directed donations, the label must identify the intended recipient;
f) when tissues are known to be positive for a relevant infectious disease marker, it must be marked as: “BIOLOGICAL HAZARD”;.
(2.) If any of the information under paragraph 1, points subparagraphs “(a”), “(b”), “(c”) and “(e”) of this Article cannot be included on the primary container label, it must be provided on a separate sheet accompanying the primary container.
(3.) The following information must be provided either on the label or in accompanying documentation:
a) description (definition) and, if relevant, dimensions of the tissue product;,
b) morphology and functional data where relevant;,
c) date of distribution of the tissue;,
d) tests carried out on the donor and their outcome;,
e) storage recommendations;,
f) instructions for opening the container, package, and any required manipulation/reconstitution;,
g) expiry dates after opening/manipulation;,
h) instructions for reporting serious adverse reactions and/or events;, 
i) presence of potential harmful residues (e.g. antibiotics, ethylene oxide etc).
Article 43. Requirements for primary tissue container during the transport of tissues7
During the transport of tissues, the primary container must be placed in a shipping container that must be labelled with at least the following information:
a) identification of the originating tissue bank, including an address and phone number;,
b) identification of the organisation responsible for human application, including address and phone number;,
c) a statement that the package contains human tissue and a warning “HANDLE WITH CARE”;,
d) where living cells are required for the function of the graft, such as stem cells gametes, the following must be added: “DO NOT IRRADIATE”;,
e) recommended transport conditions (e.g. keep cool, in upright position, etc.);,
f) safety instructions/method of cooling (when applicable).
Chapter IV. Import and export of tissues
Import and export of tissues
Article 44. Requirements for personnel in the process of import and export
8
(1.) There must be an adequate number of administrative and professional personnel in the tissue bank who are responsible for organisational activities, documenting traceability and evaluation of suitability, in accordance with the scope of activities.
(2.) The personnel must be appropriately qualified.
Article 45. Obligations of the tissue bank tissue import-ის და export-ის დროს 9
(1.) If during the import procedure the tissue bank stores tissue, it must have adequate premises and equipment to ensure that the required tissue properties are retained.
(2.) The tissue bank referred to in paragraph 1 of this Article must meet the requirements in terms of premises and equipment as prescribed by this Ordinance.
(3.) The tissue bank must have: 
a) suitable communication equipment;.
 Article 50
(b)1) The tissue bank must have an agreement signed with an establishment outside the Republic of Georgia that performs any type of activity for the tissue bank;.
c)(2) The tissue bank must have an agreement signed with an establishment outside the Republic of Georgia for which the tissue bank performs any type of activity;.
d)(3) The tissue bank must have written SOPs to verify compliance with the requirements of the Law and ordinances adopted ​​under the Law;.
e)(4) The tissue bank must have an established and maintained documented system in place to ensure the traceability of tissues.
Article 46. Export conditions 51	Comment by Achi Zangurashvili: The procedure established by this Article is not provided for law at all. Let us write at least some norm in the law, on the basis of which we will regulate the issues mentioned in this act.

There is only written in The law that:
 „The conditions for granting the permission for the import and/or export shall be defined by the order of minister. (article 32, paragraph 3)
(1.) To perform export activities of tissues and cells for the purpose of storage for personal use, the tissue bank must have an agreement signed with a tissue bank in which the tissue is stored.
(2.) The tissue bank shall conclude an agreement referred to in paragraph 1 of this Article only with those foreign tissue banks that have been authorised by the competent national and/or regional authority for tissues and cells, and which have been granted the certificate of conformity by the competent authority for tissues and cells of the Georgia.
(3.) Certificate of conformity referred to in paragraph 2 of this Article is granted by the competent/licensing authority of the Republic of Georgia on the basis of a procedure compliant with the procedure of granting authorisation for the performance of activities, as prescribed by the Act and ordinances adopted pursuant to the Act.	Comment by Achi Zangurashvili: I could not understand this procedure.

1. Is this “certificate of conformity” issued by the licensing procedure? should it meet the license requirements? Should an application be applied for this certificate? In what manner? By what procedure?

2. The tissue law does not provide for a "certificate of conformity".
Chapter V4. AUTHORISATION licensing for the performance of activitiesFOR THE PERFORMANCE OF ACTIVITIES
Article 47. licensed activities52	Comment by Achi Zangurashvili: According to the draft of law on tissues (article 32, paragraph 2), „in an emergency need for tissue supply or in the lack of licenced  Tissue Bank, the Ministry may issue permission for direct import of the tissues, to the hospital/institution where the tissues are to be applied“;

Do we not want to implement this norm in this act?
(1.) For each type of tissue the healthcare institutions must obtain an authorisation for the performance of each of the following groups of activities:
a) collection and procurement;,
b) testing;,
c) processing, preservation, storage and/or distribution;,
d) import and/or export of tissue.
(2.) In addition to evidence of the compliance with the requirements prescribed by the Act, the healthcare institution, or laboratory, shall append to the application for the authorisation of the performance of activities referred to in paragraph 1 of this Article the following:	Comment by Achi Zangurashvili: Which act? Law on tissues?	Comment by Achi Zangurashvili: These are literally additional license terms.

"According to paragraph 5 of Article 9 of the Law of Georgia on Licenses and Permits,"
“ Apart from the conditions defined in this article, additional licence conditions shall be defined only by law based on the specific nature of activity“.
a) a decision on the appointment of the head of the tissue bank – the responsible person;,	Comment by Achi Zangurashvili: As I mentioned in the previous comment, these conditions should be defined by law.

However, if we consider the practice of the health care system, this list should be not in the act but in a government decree.

See the first paragraph of Article 40 of the Law of Georgia on Licenses and Permits:
„Before making changes and addenda to legal acts, bodies issuing licences and permits, the issuing procedure and the issuing conditions shall be defined by a normative act of the Government of Georgia according to this Law.“.

The above-mentioned rules are established by the Resolution of the Government of Georgia №385 "On Approval of the Provisions on the Rules and Conditions for Issuing a License for Medical Activity and a Permit of a Stationary Institution"
b) procedures to be followed by the tissue bank in the event of the termination of storage activities, including the performance of commitments and shipping tissues to another tissue bank;,
c) evidence of the personnel qualifications and the training programme completed;,
d) written agreements with legal entities in accordance with the provisions of the Act and this Ordinance;,
e) a report on the compliance with the conditions prescribed for the activities for which the authorisation is sought..
(3.) The healthcare institution shall promptly inform the competent authority of any significant change of conditions or requirements on the basis of which the authorisation was granted.
Chapter VI5. LABORATORY
Article 48. Competent laboratory53
(1.) The laboratory for testing donors for blood-borne infectious diseases must be able to carry out all serological and NAT testing of tissue donors in accordance with Articles 1821 and 1922 of this Ordinance.
(2.) Only in exceptional cases can testing for an authorised laboratory be carried out by another laboratory/healthcare institution/legal entity, with prior consent of the tissue bank. The laboratory shall inform the Competent Authority thereof.
(3.) A 24-hour service must be organised in the laboratory.
Article 49. Personnel of laboratory54
(1.) The laboratory for testing must have at least the following persons employed:
a) one medical doctor specialised in transfusion medicine;,
b) one medical doctor specialised in clinical microbiology or medical microbiology and parasitology;,
c) one master of medical biochemistry specialised in medical biochemistry and laboratory medicine;,
d) two bachelors of medical laboratory diagnostics.
(2.) There shall be documented initial internal education in the specific area of work provided for the employees by the laboratory for testing, which should last for a minimum of 3 months, as well as continuing education.
Article 50. Responsible person of laboratory5
(1.) The laboratory shall have an appointed responsible person and the replacement, both of whom meet the following minimum requirements:
a) a medical doctor specialised in clinical microbiology or in medical microbiology and parasitology, or transfusion medicine, or a master of medical biochemistry specialised in medical biochemistry and laboratory medicine,
b) at least five years of working experience in the field of testing blood-borne infections in blood donors and/or tissues and/or organs.
(2.) The responsible person shall be in charge of ensuring the quality of the results.
Article 51. Premises of laboratory6
In terms of premises, the laboratory shall provide:
a) a separate area for donor testing, which is of appropriate size for an uninterrupted serving of automated systems;,
b) adequate, monitored and recorded microclimatic conditions for the operation of automated systems.
Article 52. Medical and technical equipment of laboratory7
In terms of medical and technical equipment, the laboratory shall provide:
a) automated systems for tests to be performed;,
b) separate equipment for testing donors;,
c) validation of results against the validation criteria;,
d) automatic data transfer;,
e) storing data in the IT system.
Article 53. Requirements toward laboratory in terms of quality8
(1.) In terms of quality, the laboratory shall:
a) be accredited in accordance with the current revised standard ISO 15 189 for the quality system in medical laboratories;,
b) run at least 30 000 tests annually for blood-borne infectious disease in the donor blood, tissues and cells, and organs, performed in automated systems and it shall perform them separately for HIV (HIVAg/At), HBV (HBsAg), HCV (anti-HCV) and anti-TP;,
c) perform the tests for blood-borne infectious disease according to the current and revised Council of Europe Guide to Safety and Quality Assurance for Organs, Tissues and Cells;,
d) perform confirmatory tests to resolve discrepancies between the serological and NAT tests.
(2.) The laboratory must use tests with a “CE” marking, where applicable.
(3.) The tests must be validated for their intended purpose in line with current scientific knowledge.

