Draft
Law of Georgia on the Quality and Safety of Human Blood and Blood Components
Chapter I

General Provisions
Article 1. Purpose of the law 
The purpose of this Law is to ensure the quality and safety of the human blood (hereafter – blood) and blood components, regardless of their intended use.
Article 2. Scope of the law
This Law defines the main legal, organizational, and other appropriate measures required to ensure the quality and safety of blood and blood components, as well as the issues related to collection, testing, processing, storage, and distribution of blood and blood components. 
Blood and plasma used as starting materials for the manufacture of blood medicinal products shall be subject only to the provisions of this Act governing the collection and testing of blood and plasma. 

Production, storage, and transportation of plasma as an initial material for manufacturing medical products is regulated by the Law of Georgia On Medicines and Pharmaceutical Activities.
Article 3. Georgian laws on the quality and safety of blood and its components
The Georgian legislation on the quality and safety of blood and blood components comprises the Constitution; Directives 2002/98/EC, 2005/61/EC, 2004/33/EC, and 2005/62/EC of the European Parliament and of the Council pursuant to the Association Agreement between the European Union and the European Atomic Energy Community and their Member States; other international treaties of Georgia; this Law; and other laws and subordinate normative acts of Georgia.
Article 4. Definitions of terms used in the law

For the purposes of this Law, the terms used herein shall have the following meaning:
a) “Blood” shall mean whole human blood collected from a donor and processed either for transfusion or for further manufacturing;
b) “Blood component” shall mean a therapeutic constituent of human blood (red cells, white cells, platelets, and plasma) that can be prepared using various methods; 
c) “Blood product” shall mean any therapeutic product derived from human blood or plasma; any therapeutic substance derived from human blood. This includes blood and blood components used for transfusion, and medical products derived from plasma. Production, storage, and transportation of plasma as an initial material for manufacturing medical products is regulated by the Law of Georgia On Medicines and Pharmaceutical Activities.
d) “Donor” shall mean a person whose state of health and medical history meet the established eligibility criteria and who donates blood and blood components for the purpose of therapeutic use.
e) “Plasma donor” shall mean a donor who donates blood plasma for the purpose of manufacturing a therapeutic preparation or other product;
f) “Blood donorship” shall mean a voluntary, non-remunerated donation of blood and blood components, as well as an entirety of measures aiming to organize and ensure the safety of blood and blood components, and includes encouragement of public to donate blood; a set of measures, including the promotion of non-remunerated donation, the selection of donors, the collection and testing of blood and blood components, whatever their intended purpose, and the processing, storage and distribution of blood and blood components used for transfusion.
g) “Blood donation” shall mean the procedure of a donor having blood drawn, which is conducted in conformity with the standards established by the Georgian law;
h) “Autologous donation” shall mean a donation in which the donor and the recipient are the same individual;
i) “Allogeneic donation” shall mean blood and blood components collected from an individual and intended for transfusion to another individual, for use in medical practice or as starting material/raw material for manufacturing into medicinal products (2004/33/EC, Annex I.1.)
j) “Transfusion” shall mean an act of adding donor’s blood or blood component into the blood circulation system;
k) “Recipient” shall mean a person who has been transfused with blood or blood components;;
l) “Manufacturer of therapeutic preparations medical products” shall mean an establishment which manufactures therapeutic preparations blood medical products of different types;
m) “Haemovigilance’ shall mean a set of organised transfusion surveillance procedures aimed to prevent and minimize serious adverse or unexpected events or reactions in donors or patients, and the epide-miological follow-up of donors; (2002/98/EC, Article 3 (l))
n) „Serious adverse event” shall mean any untoward occurance any unpredicted reaction in the donor or recipient which is associated with collection/transfusion, testing, processing, storage and distribution of blood or blood components and which might lead to death or life-threatening, disabling, or incapacitating conditions for recipients or which results in, or prolongs, hospitalisation or morbidity; (2002/98/EC, Article 3 (g))
o) “Serious adverse reaction” shall mean an unintended response in donor or in recipient associated with the collection or transfusion of blood or blood components that is fatal, life-threatening, disabling, incapacitating, or which results in, or prolongs, hospitalisation or morbidity; (2002/98/EC, Article 3 (h))
p) “Ministry” shall mean the Georgian Ministry of Internally Displaced Persons from the Occupied Territories, Labor, Health, and Social Affairs;
q) “Minister” shall mean the Georgian minister of internally displaced persons from the occupied territories, labor, health, and social affairs;
r) “Competent authority” shall mean an authorized state body that is responsible under the Georgian law for the compliance of blood establishments with the rules of the quality and safety for blood and blood components established by this Law and appropriate subordinate legal and normative acts;
s) “Blood establishment” (blood bank) shall mean a non-profit, non-commercial legal entity that is responsible for any aspect of the collection and testing of human blood or blood components, regardless of their intended purpose, as well as for their processing, storage, and distribution when intended for transfusion. This does not include the blood banks of healthcare provider institutions;
t) “Blood bank of a healthcare provider institution’ shall mean a unit at a healthcare provider institution which stores, distributes and performs may perform compatibility tests on blood and blood components exclusively for use within the facilities of the healthcare provider institution, including institution-based transfusion activities, but does not perform collection and processing of blood and blood components;
u) “Reporting establishment” shall mean the blood establishment, the blood bank of a healthcare provider institution, or facilities where the transfusion takes place that reports serious adverse events and/or serious adverse reactions to the competent authority; (2005/61/EC, Article 1(b))
v) “Mobile group” shall mean a mobile detachment group of a blood establishment which is used for the collection of blood and blood components at locations outside, but under the control of, the blood establishment;
w) “Quality system” shall mean an entirety of the measures used to manage the quality of blood and blood components, including the responsibilities, procedures, processes, and resources, and encompass quality management, quality assurance, continuous quality improvement, quality control, compliance with international quality standards, personnel, premises and equipment, documentation, blood collection, testing and processing, storage, distribution, blood component recall, and external and internal auditing, contract management, and self-inspection; (2005/62/EC, Article 1(c), Annex Clause 1.1 (2));
x) “Quality control” shall mean part of a quality system focussed on fulfilling quality requirements;
y) “Inspection” shall mean formal and objective control according to adopted standards to assess compliance with this Law and appropriate subordinate legal normative acts. control of compliance with the established rules and standards for the quality and safety of blood and blood components, which includes an assessment of compliance of these rules and standard swith the Georgian legislation;
z) “Electronic system” shall mean a system, including the input of data, electronic processing and the output of information, to be used either for reporting, traceability, automatic control, or documentation;
aa) “Blood or blood component release from quarantine” shall mean a process which enables a blood component to be released from a quarantine status, using procedures which ensure that the finished product meets its release specification. (2002/98/EC, Article 3 (i)) the quality and safety of the finished products;

ab) “Distribution” shall mean the act of delivery of blood and blood components to blood banks of healthcare provider institutions and manufacturers of blood and plasma derived products;
ac) “Deferral” shall mean a suspension of the individual’s eligibility to donate blood and blood components; Deferral can be permanent or temporary.
Article 5. Availability of blood and blood components
1. Everyone shall have the right to receive safe and good-quality blood or blood components if necessary.
2. State has an obligation to promote non-remunerated, voluntary donorship and ensure sustainable conditions for the quality and safety of blood and blood components.
3. To ensure unimpeded availability of blood and blood components, state has an obligation to develop a required number of blood establishments in the country. 
Article 6. Blood donation principles (98/EC. Preamble Clauses 20, 23; Articles 20, 24) (33/EC, Article 4, Annex III)
1. Blood donation shall be founded on the principles of voluntary donor services, absence of profit, and anonymity.

2. The principle of voluntariness implies the right of a person to donate blood out of free will, without coercion.
3. The principle of absence of profit implies donation of blood or blood component by a person free of charge, without monetary remuneration and/or remuneration with monetary equivalent. It shall be inadmissible for the donor to receive monetary remuneration and/or remuneration with monetary equivalent for blood donation, and to offer such remuneration to the donor. Extra days off work, token signs, souvenirs, or gifts which have the monetary value that cannot serve as an incentive to violate the principle of absence of profit, but which can promote and encourage blood donation, shall not be considered as remuneration with monetary equivalent.
4. The principle of anonymity implies the right of both donor and recipient to conduct donation anynymously, without being identifiable to third persons.
5. In order to attain high standards of the safety of blood and blood components, state shall have an obligation to observe the principles of of voluntariness, absence of profit, and anonymity in promoting donorship.
Article XX. Donorship incentives – measures and benefits
Article X. Donor’s rights

1. State shall safeguard guarantees of donorship rights and donors’ health guarantees, as well establish incentives.
2. State shall ensure equality of the donors regardless of their race, nationality, ethnic origin, faith, sex, views, political affiliation, or social background.

3. Donor shall have a right to donate blood and blood components voluntarily and without remuneration.
4. having his or her physical and psychological safety, as wells as the safety of his or her life, ensured.
5. Donor shall have a right to receive exhaustive written information about the amount of the blood and blood components donated, about donation-related risks and potential results to donor’s health, about the donors’ rights and responsibilities, and to give consent.

6. Donor shall have a right to receive medical care free of charge and in accordance with established standards in case of any reaction or complication caused by his or her performance of donor’s functions.

7. Donor shall have a right to having his or her confidentiality protected:

a) When receiving medical care;

b) When any information related to donor’s health is supplied to authorized personnel;

c) Of donation-related test results, as well as the information related to the traceability of blood and blood components.
8. Donor shall have a right to demand that blood and blood components are collected in safe conditions.

9. Donor shall have a right to receive compensation incentives under Clause 63, Article 6 of this Law.

10. Donor shall have a right to receive the title of Meritorious Donor in compliance with the rules set in this Law and appropriate subordinate legal normative acts. Meritorious Donor is eligible to receive a state pension in compliance with the rules set in this Law and appropriate subordinate legal normative acts.
11. Donor shall have a right to receive a Meritorious Donor family name [? – translator’s question mark] in accordance with the rule established by the Government. Meritorious Donor shall be eligible to receive a state pension in compliance with the procedure established by appropriate laws and other legal acts.
12. Donor has a right to a day off work on the day of donation of blood or blood components. The donor’s employer shall be obliged obliged to relieve, under prior agreement, his or her employee from duty without hindrance for blood donation.
13. A military service person shall be relieved from routine assignments, patrol service, and other military duties on the day of donation of blood or blood components.
Article 7. Recipient’s rights and informed consent
1. Every measure shall be taken to protect the health and safety of the recipient of blood or blood components in accordance with the Law of Georgia on Patient Rights.
2. Transfusion shall take place only when recipient provides informed consent, with the exception of the circumstances described in Clause 3 of this Article.
3. If the recipient is underage or unable to provide а conscious informed consent, the recipient’s legal representative shall provide informed consent. If such informed consent cannot be obtained, healthcare provider shall make a decision on transfusion based on recipient’s best interest in accordance with Article 25 of the Law of Georgia on Patient Rights.
Chapter II
Management of the quality and safety of blood and blood components
Article 8. Obligations of state in the field of management of the quality and safety of blood and blood components
1. State shall have an obligation to protect the quality and safety for blood and blood products components, to develop and apply appropriate standards to protect them, and monitor adherence to those standards.

2. To ensure the quality and safety of blood and blood components, state shall have an obligation:
a) To forecast the country’s need for blood, blood components, and blood products, as products of strategic importance, as well as determine the size of safe/strategic reserves to satisfty that need;
b) To ensure that a system of uninterrupted and efficient supply of quality and safe blood, blood components and blood products based on voluntary, unpaid donations, is established;
c) To conduct promote a continuous social awareness campaign in support of unpaid voluntary regular blood donation;
d) To support the processes of collection, testing, processing, storage, and distribution of blood and blood components in line with technological advancements and development of transfusion medicine;
e) To create and operate  ensure operation haemovigilance and traceability systems;
f) To create appropriate conditions for training qualified transfusion medicine specialists.
g) To maintain an integrated database/system to ensure the safety of blood and blood components and promote the development of donorship;
h) To designate Competent Authority, responsible for the functions described in Article 9.
3. State shall ensure the creating and monitoring of the policy developed for the quality and safety of blood and blood components through a competent authority.
Article 9. Competent authority 
1. The competent authority in the field of the quality and safety of blood and blood components shall, within its purview, be responsible for the control if blood establishments are in compliance with the requirements established by this Law and appropriate subordinate normative acts.
2. The competent authority is a license issuer for the activities described in Article 13 of this Law.
3. The competent authority shall have powers to inspect and to carry out appropriate monitoring measures, including a full or partial suspension of operations, at the blood establishments and the blood banks of health care provider institutions.
4. The competent authority shall have an obligation:
a) To ensure haemovigilance and traceability of blood and blood components in the country;
b) To implement other measures assigned as falling within its limits of authority by this Law and subordinate normative acts issued pursuant to this Law.
1. Article 10. Blood establishment
2. А blood establishment shall be established with the legal status of non-entrepreneurial (non-commercial) legal entity, in accordance with the procedure established by the Georgian law.
3. A blood establishment shall operate on the basis of a license issued by the Competent authority and conditions established by this Law and subordinate normative acts issued pursuant to this Law.
4. For the purpose of ensuring the unimpeded availability of high-quality blood and blood components to the recipients/hospital establishments, the number of blood establishments in the country shall be limited to one, including particular number of its subdivisions. one blood bank in the Autonomous Republic of Ajaria.
5. In order for a blood establishment to gain a license, the blood establishment shall, besides the conditions set in the Law of Georgia on Licenses and Permits, satisfy the following additional conditions:
4.1 Its annual output shall amount to no fewer than 20,000 donations;
4.2 It must have collected no fewer than 20,000 donations in the preceding reporting year;
4.3 In case of a merger of several blood establishments into a single organization, the principle of legal succession shall be applied to the newly established blood establishment, making it eligible to report the total number of donations collected by the merged banks in the preceding reporting year;

4.4 The minimum number of donations may not apply to the blood bank operating in the Autonomous Republic of Ajaria.
6. A blood establishment shall be authorized to:
a) Recruit and select donors, collect blood, test blood at a centralized laboratory, process, store and distribute blood among the blood banks of health care provider institutions for the purpose of transfusion;
b) On the basis of analysis of the information about the annual needs, received from the blood banks of health care provider institutions, to estimate and submit to the Ministry a report on the next year’s need for blood, blood products, and intermediary products in its area of its operation for the approval of the appropriate year’s plan
c) Implement required measures for the purpose of ensuring the traceability of blood and blood components and hemovigilance;
d) Attract non-remunerated donors and reruit them as regular donors;
e) Fulfil other duties and obligations assigned under this Law and the subordinate normative acts issued pursuant to this Law.
7. A blood establishment shall have an obligation to conduct its activities in compliance with the requirements specified in this Law and with licensing terms established for those activities.
8. A blood establishment shall be authorized to conduct its activities using fixed sites and/or mobile groups outside the premises of the blood establishment.
9. A blood establishment shall submit to the minister an annual budget and an operational plan, both of which shall be approved by the minister.
10. The minister is authorized to suspend the approval of the annual budget and plan if they come into conflict with the Georgian Government-approved plan for the provision of blood as a strategic product.
11. A blood establishment shall have an obligation to submit to the minister annual detailed reports on its activities, which shall be designed according to a pre-approved structure.
12. A blood establishment shall have an obligation to submit to the minister any information that he or she may request and that is needed to properly administer this Law.
13. A blood establishment shall have an obligation to comply with pre-established prices when selling blood products and intermediary products, except when these products are for export.
14. The methodology of setting the price limits for blood products and intermediary products, as well as the prices that shall be recalculated annually, shall be approved by the minister.
Article 11. The person responsible for a blood establishment and the personnel Responsible person
1. In compliance with this Law and the subordinate normative acts issued pursuant to this Law, a blood establishment, when carrying out its activities, shall have an obligation to designate a responsible person. The powers, functions, and minimum qualification criteria for the responsible person shall be defined by a subordinate normative act issued by the minister.
2. The functions and powers of the person reffered to in Clause 1 of this Article can be delegated to other persons who are retrained, qualified, and experienced to perform these tasks.
3. The blood establishment shall notify the Competent authority the name of the responsible person reffered to in Clause 1 of this Article, and the names of the persons referred to in Clause 2 of this Article, as well as of their specific functions and responsibilities.
4. Should the responsible person referred to in Clause 1 of this Article, or persons referred to in Clause 2 of this Article be dismissed from the performance of their duties temporarily or permanently, the blood establishment shall notify the Competent authority immediately of the name and the date of appointment of a new responsible person.
Article 12. Blood establishment quality system
A blood establishment shall have an obligation to implement and maintain a blood quality system, which shall encompass procedures and measures required for setting quality standards, quality planning, quality management, quality assurance, and quality improvement.

Article 13. Licensing
1. A blood establishment shall collect, test at a centralized laboratory, process, store, and distribute blood and blood components only under an appropriate license.
2. A blood bank of a healthcare provider institution shall receive, store, perform compatibility testing, and issue for transfusion blood and components only under an appropriate license.

3. The license to perform the activities described in Clauses 1 and 2 of this Article shall be issued by the Competent authority in compliance with this Law and the Law of Georgia on Licenses and Permits after examining the documents and information submitted by the license applicant.

4. The licensing procedures, licensing terms and licensing fees shall be determined in compliance with the Law of Georgia on Licenses and Permits.
5. The Competent authority shall make a decision on the issuance of license to perform the appropriate activities based on this Law and the Law on Licenses and Permits, after examining the documents and information submitted by the license applicant.
6. License shall be issued for an indefinate term of five years.
7. The design of the licensing certificate shall be described in a subordinated normative act issued by the minister.
8. The Competent authority shall have the discretion to deny license issuance should the blood establishment or the blood bank of a healthcare providing institution applying for license not meet the requirements laid down in Article 11 of the Law of Georgia on Licenses and Permits. The denial shall be subject to appeal in court in compliance with the procedure established by the same law.
9. The Competent authority shall be authorized to suspend or revoke (the designation, authorization, accreditation or) the license of a blood establishment/blood bank of a healthcare provider institution if inspection or monitoring results confirm that the blood establishment/blood bank of a healthcare provider do not meet the requirements laid down in the Law and in Article 11 of the Law of Georgia on Licenses and Permits.
Article 14. Control and inspection
1. The competent authoirity shall monitor compliance with license terms in accordance with the procedures established by this Law and other legal and subordinate normative acts. The failure of the license holder to abide by the license terms shall incur liability in accordance with the same procedures.
2. The competent authority shall conduct inspection measures to ensure the compliance of a blood establishment and a blood bank of a healthcare provider institution with the provisions of this Law and subordinate normative acts issued on its basis.
3. The competent authority shall conduct inspections of a blood establishment and a blood bank of a healthcare provider at least biennially, whereas in the event of a serious adverse event, a serious adverse reaction, or suspicion thereof, a special, extraordinary inspection shall be conducted.
4. When conducting inspection and control measures, the appropriate person from the competent authority shall have an obligation to:
a) Inspect a blood establishment and any documents related to its activities, and demand that all of its activities comply with the Georgian law and licensing terms;
b) Detect any flaw, violation, and/or non-conformity with the Georgian law in the activities of a blood establishment;
c) Take samples during the inspection for examination and anlysis;
d) Point out the identified flaws and/or non-conformities to a blood establishment and demand their elimination;
e) In the event of detection of any flaw, violation, and/or non-conformity with the Georgian law in the activities of a blood establishment, to make a decision about fining the blood establishment in compliance with the procedure established in Chapter VI of this Law.
f) Ban blood products identified during the inspecton as not meeting the requirements established by the Georgian law and recall them;
g) Perform assessments of notifications on serious adverse events and serious adverse reactions from accountable establishments and react to them within the limits of his or her authority;
h) Exercise other rights and responsibilities granted or assigned by this Law and the subordinate normative acts issued pursuant to this Law.
Article 15. Blood bank of a healthcare provider institution
1. Rights and responsibilities of a blood bank of a healthcare provider institution as a unit/service of a healthcare provider institution, encompass: 
a) Receiving and storing collected blood and blood components from blood establishments for eventual use;
b) Managing the reserve of blood and blood and blood components;
c) Supplying blood and blood components only to a healthcare provider institution for the purpose of transfusion;
d) Performing pre-transfusion (donor-recipient compatability) testing of blood and blood components;
e) Carrying out its activities in coordinaton with blood establishments;
f) Taking other measures that are assigned as falling within its limits of authority by this Law and the subordinate normative acts issued pursuant to this Law;
2. A blood bank of a healthcare provider institution shall maintain a quality system in compliance with this Law and the subordinate normative acts issued pursuant to this Law;

3. Appropriate licenses for the activities described in sub-clauses b) and e) of Clause 1 of this Article shall be issued by the competent authority to a healthcare provider institution in compliance with the procedure and conditions specified in Article 13 of this Law.

4. A blood bank of a healthcare provider institution shall meet the requirements set by this Law and subordinate normative acts issued pursuant to this Law for the traceability, serious adverse events and serious adverse reactions, storage and distribution of blood and blood components, privacy of the donors’ personal data, and the requirements related to the personnel of blood establishments.
5. A blood bank of a healthcare provider institution shall have an obligation to submit to a blood establishment detailed information on the amount of blood and blood components required for the transfusions scheduled for the current year.
Chapter III
Haemovigilance 

Article 16. Essence of haemovigilance 
In accordance with this Law and the subordinate normative acts issued pursuant to this Law, state shall monitor the entire span of the blood transfusion chain (including blood collection, processing, and transfusion to a recipient) through traceability and notification of the serious adverse events and serious adverse reactions (98/EC, Article 4, Clause l)).
Article 17. Traceability
1. ‘Traceability’ means the ability to trace every phase of the process from donation to transfusion and vice versa, for every stage of collection, production and use of blood and blood components. (61/EC. Article 1, Clause (a))

2. The traceability of blood and blood components shall be ensured through accurate donor, recipient, and laboratory identification procedures, through accurate record maintenance, and through an appropriate labelling system. (98/EC Preamble Clause 17) (61/EC. Article 2, Clause 1)
3. The treaceability procedures shall encompass the actions required to identify every donor, every donation, every blood unit tested, processed, stored, issued and/or distributed and every blood component prepared, every transfusion and every recipient thereof, and every blood establishment involved in the process. Traceability shall enable tracing of blood compoments at their locations and at every stage of processing. (98/EC Article 14, Clause 1) (61/EC. Article 2, Clause 3)
4. A blood establishment shall have an obligation:
a) To ensure proper functioning of the traceability system in compliance with the procedure and the rules described in this Article and the subordinate normative acts issued pursuant to this Law;

b) To have a unique identifier that enables it to be precisely linked to each unit of blood that it has collected and to each blood component that it has prepared.; (61/EC, Article 2, Clause 5)

c) To retain the blood and blood component data for at least 30 years in an appropriate and readable storage medium in order to ensure traceability of blood and blood components. (98/EC, Preamble, Article 14, Clause 1) (61/EC, Article 4)
5. All facilities (hospitals, clinics, organizations where transfusion takes place, biomedical research institutions, etc.) to which blood or blood components may be delivered shall have an obligation to operate a system of traceability which records each blood unit or blood component received, regardless of whether it was transfused, discarded, or returned to the distributing blood establishment. (61/EC Article 1(f); Article 2, Clause 4)
6. In the event blood and blood components are imported, the donor identification system to be implemented by blood establishments shall permit an equivalent level of traceability. (98/EC, Preamble, Article 14, Clause 1)

7. Other The rules and procedure of the traceability of blood and blood components shall be determined by a resultion of the Georgian Government. (98/EC, Article 29, Clause a))
Article 18. Notification of serious adverse events and serious adverse reactions
1. The competent authority shall ensure the establishment of an integrated system of notification of the serious adverse events and serious adverse reactions.
2. Under this Law and the subordinate normative acts issued pursuant to this Law, an accountable establishment shall have an obligation:
a) To establish the procedures of recording the serious adverse events and serious advrse reactions, and maintaining and storing the records; (61/EC Article 5, Clauses 1, 2; Article 6, Clause 1)
b) To immediately notify the competent authority of all relevant information about serious adverse event or serious adverse reaction and to ensure the establishment for this purpose of efficient communication with the competent authority in accordance with a pre-defined procedure; (61/EC Article 1, Clause a); (98/EC Preamble, Article 15, Clause 1) (61/EC, Article 6, Clause 2)
c) To analyze in detail serious adverse events and serious adverse reactions to identify preventable causes; (61/EC, Article 6, Clause 3, Sub-clause a))

d) Should a serious adverse event and/or serious adverse reaction be observed, in order to comply with sub-clause b) of this Clause, to complete, as soon as the event/reaction is evalueated, an appropriate notification in a timely fashion; (61/EC, Article 6, Clause 3, Sub-clause b))

e) To put in place an accurate, efficient, and verifiable procedure for the withdrawal of blood or blood components from distribution, which was, or may be, used to identify a serious serious adverse event and/or serious adverse reaction and which involves properly notifying the competent authority; (98/EC, Article 15, Clause 1)

f) To annually submit to the competent authority a report on the identified serious adverse events and serious adverse reactions. (61/EC Article 6, Clause 3, Sub-clause b))
3. Other The rules and procedure of identification, monitoring, and notification of serious adverse events and serious adverse reactions shall be defined in a resolution of the Georgian Government.
Chapter IV

System of the quality and safety of blood and blood components. Quality system for blood establishments
Article 19. Quality system (98/EC Articles 11, 23, 29 Clause g)) (62/EC Article 1 Clause d); Annex Article 1.1, Clauses 1, 3) 

1. State shall take all necessary measures to ensure that each Bblood establishment (and a blood bank of a healthcare provider institution) establishes a quality system based on international standards and the principles of good practice.

2. A blood establishment (and a blood bank of a healthcare provider institution) shall have an obligation to establish maintain a quality system for blood and blood components, which is compliant with international standards and is based on all those principles of good practice that satisfy the predefined criteria and aim to ensure the quality of blood and blood components.
3. A blood establishment shall have an obligation to ensure a systemic approach to the establishment and maintenance the quality system, to review the effectiveness of the system at regular intervals, and to take corrective measures when necessary.

Article 20. Personnel and organization of blood establishment (62/EC Article 2.)
1. Blood establishments shall have an obligation to ensure that personnel are available in sufficient numbers to carry out the activities related to the collection, testing, processing, storage and distribution of blood and blood components, and that they are trained to perform their tasks, and each one has a job description. 
2. Blood establishment personnel who directly participate in collection, testing, processing, storage and distribution of blood and blood components shall possess appropriate competence and have sufficient training. Blood establishments shall also have an obligation to provide all personnel with continued training and periodic evaluation.
Article 21. Facilities and premises at blood establishments/blood banks of healthcare provider institutions; equipment and materials (62/EC Articles 3, 4)
1. Facilities and premises at blood establishments/blood banks of healthcare provider institutions, including mobile and fixed blood collection sites, shall be adapted to perform their functions and maintained to suit the activities to be carried out, so as to minimise the risk of violations/errors/irregularities, and to minimise the risk of contamination during the cleaning and maintenance.
2. The facilities and premises of blood establishments/blood banks of healthcare provider institutions shall be equipped in accordance with the requirements specified in technical regulations approved by a resolution of the Georgian Government. 

3. All equipment at blood establishments/blood banks of healthcare provider institutions shall be validated, calibrated, in good repair, and regularly maintained. Operating instructions shall be available and appropriate records on the state of repair of the equipment shall be kept.
4. Equipment shall be selected to avoid or minimise any hazard to donors, personnel, or blood components.

5. Equipment, materials, and reagents shall meet the requirements of Council Directive 93/42/EEC for medical devices and Directive 98/79/EC of the European Parliament and of the Council for in vitro diagnostic medical devices or comply with equivalent standards in the case of collection of blood and blood components in third countries.

6. Inventory records shall be retained for a period agreed with the competent authority.

7. When computerised systems are used, software, hardware and back-up procedures must be validated before use and then be checked regularly at intervals agreed with the competent authority to ensure reliability. Hardware and software shall be protected against unauthorised use or unauthorised changes. The back-up procedure shall prevent loss of or damage to data at expected and unexpected down times or function failures.

Article 22. Documentation and records (62/EC Article 5)

1. In compliance with procedures described in appropriate subordinate normative acts, blood establishments/blood banks of healthcare provider institutions shall maintain documents setting out specifications and procedures covering each activity performed. Records shall be maintained according to procedures specified in this Law and appropriate normative acts. In addition, blood establishments/blood banks of healthcare provider institutions shall, in compliance with the established procedure, maintain medical documentation on the activities carried out and document appropriate guidelines, training and reference manuals and reporting forms.
2. Documents described in Clause 1 of this Article shall be accessible to the competent authority for inspection and control.
Article 23. Blood donorship right and Eligibility of donors (98/EC, Preamble Clause 19, Articles 18, 19, 21, 29 Clause g); Appendix IV) (33/EC, Article 7)

1. Persons who satisfy the eligibility criteria defined by Georgia’s international agreements,
 this Law, and subordinate normative acts pursuant to this Law, and who underwent eligibility assessment procedures, shall have the blood donorship right to donate blood.
2. Persons aged between 18 and 65 shall be donors. Collecting blood and blood components from underage persons shall be permitted only when urgently needed and no alternative treatment is available. In such cases, consent shall be required from the underage person’s parent(s) or other legal representatives.

3. Inmates of penitentiary establishments shall not be donors.

4. The procedure of the evaluation of eligibility (including testing of the donor blood and blood components) described in Clause 1, Article 6 of this Law shall be applied to all donors of blood and blood components, including autologous donors, in order to evaluate the eligibility of donors.
5. A blood establishment shall ensure that the donors of blood and blood compoments meet the eligibility criteria provided in Clause 1, Article 6 of this Law.

6. An examination of the donor, including an interview, shall be carried out before any donation of blood or blood components. An authorized health professional shall be responsible for gathering from donors the information which is necessary to assess their eligibility to donate, while the donor shall have an obligation to supply such information in full to the authorized health professional.

7. The results of the donor evaluation and blood and blood component laboratory testing procedures shall be documented and if deferral is warranted, the donor shall be notified by an authorized person of the blood establishment. If the deferral was caused by laboratory testing results, the conditions for the donor participation in more thorough diagnostic research and treatment shall be defined in a subordinate normative act issued pursuant to this Law.

8. The criteria for temporary or permanent deferrals of donor eligibility, as well as procedures for restoring donorship rights shall be established by this law and subordinate normative acts issued pursuant to this law.
Article 24. Information to be provided to donors; information to be obtained from donors (98/EC Articles 16, 17, Article 29 Clauses b) and c)) (33/EC, Articles 2, 3, Annex III)

1. Blood establishments shall have an obligation to provide to the donor full information on the drawing of blood and blood components and their donation, including information about the possible reactions during the donation procedure, possible test results, the protection of personal data, and the rights and responsibilities of the donor. In addition, blood establishments shall have an obligation to obtain from the donor, on the basis of informed consent confirmed by the donor’s signature, full information about the donor’s identity data and medical history, and evaluate the current state of the donor’s health and risk behaviors.
2. Blood establishments/blood banks of healthcare provider institutions shall take all requisite measures to ensure confidentialty donor’s personal information.
3. Before every donation of blood and blood components, the potential donor shall give a written informed consent to voluntary donation.
4. Types of information to be provided to or received from the donor as referred to in Clause 1 of this Article, as well as the rules and procedures of providing and receiving it, shall be describen in a subordinate normative act.
Article 25. Autologous donations
1. Identified autologous donations shall be kept separate from allogenous donations.
2. Eligibility assessments for autologous donations shall be perfomed in compliance with the procedure described in the subordinate normative act referred to in Clause 1, Article 23 of this Law.
Article 26. Collection of blood and blood components (62/EC Article 6 Clauses 1, 2)
1. Blood collection procedures shall take place in compliance with the rules established in Chapter V of this Law.
2. The procedure of collection of blood and blood components shall be designed to ensure that the identity of the donor is verified and securely recorded and that the link between the donor and the blood, blood components and blood samples is clearly established. The donor suitability records and final assessment shall be signed by an authorized qualified health professional.
3. The sterile blood bag systems used for the collection of blood and blood components and their processing shall be CE-marked or comply with equivalent standards if the blood and blood components are collected in third countries. The batch number of the blood bag shall be traceable for each blood component.

4. Blood collection procedures shall minimise the risk of microbial contamination.

5. Keeping the records and labelling the blood bags and laboratory samples with donation numbers shall be conducted in compliance with this Law and suborindate normative acts issued pursuant to this Law for the purpose of their full identification. 
6. To ensure the quality of blood, before and after blood collection, the conditions and requirements for handling and storing the blood bags shall be observed to the fullest extent.
Article 27. Testing and processing of blood and blood components (62/EC Article 6, Clauses 3, 4)
1. Blood establishment shall have an obligation to test blood and blood components in compliance with the procedure described in the normative act referred to in Article 33 of this Law.
2. Main mandatory testing of the whole, apheresis, and autologous blood includes the following:
a) AB0 blood typing (not mandatory only for the plasma intended for fractionation);
b) RhD blood typing (not mandatory only for the plasma intended for fractionation);
c) HIV infection;
d) Hepatitis C;
e) Hepatitis B;
f) Syphilis;
g) Additional testing shall be required for individual components or donors, or depending on the epidemiological situation.
3. Laboratory samples shall be taken during the donation in strict conformity with the test materials processing and storing requirements.
4. The quality of the laboratory testing shall be regularly assessed by external and internal quality control systems. All laboratory testing procedures and the testing methods to be used shall be agreed with the competent authority.
5. The processing of blood components shall be carried out using appropriate and validated procedures including measures to avoid the risk of contamination and microbial growth in the prepared blood components.

6. Main requirements and procedures required for serologic, molecular, immunohaematologic and other laboratory tests of blood and blood components, as well as procedures required for the processing of blood and blood components, shall be set in conformity with the procedure established in a normative act referred to in Article 33 of this Law.
7. In case of imports of blood and blood components, conformity of the testing performed on imported blood and blood components with the procedure established in a normative act referred to in Article 33 of this Law shall be confirmed.
Article 28. Labelling (62/EC, Article 6, Clause 5)
1. At all stages of the processing of blood or blood components, all containers shall be labelled with relevant information of their identity. In the absence of a validated computerised system for status control, the labelling shall clearly distinguish released from non-released units of blood and blood components.

2. The labelling system for the collected blood, intermediate and finished blood components, and samples must unmistakably identify the type of content. At the same time, this system must comply with the requirements of the normative acts referred to in Clause 3 of this Article and Clause 7, Article 17 of this Law.

3. The labelling procedures, as well as labelling for autologous blood and blood components, shall be described in a subordinate normative act issued by the minister.
Article 29. Release, storage, transportation and distribution of blood and blood components (62/EC Article 6, Clauses 6, 7)
1. If a unit of blood or blood component satisfies all the quality and safety criteria after passing the assessment (testing) 
procedures established by this Law, and records confirm this, every unit shall be formally released by an authorized person, who shall sign a release protocol. 
2. Before release, blood and blood components shall be kept segregated from released blood and blood components. In the absence of a computerised system for status control the label of a unit of blood or blood component shall identify the release status in accordance Clause 1, Article 28 of this Law.
3. In the event that the unit of blood or final component fails release due to a reasons cited in Clauses 2 and 3 of Article 28 of this Law, a check shall be made to ensure that other components from the same donation and components prepared from previous donations given by the same donor are identified. There shall be an immediate update of the donor record.
4. A unit of blood or blood component that does not conform with the quality and safety standards for blood and blood components as described in the normative act referred to in Article 33 of this Law, must be rejected and disposed of according to the established disposal rules.
5. Procedures for storage and distribution shall be validated to ensure blood and blood component quality during the entire storage period and to exclude mix-ups of blood components. Autologous blood and blood components as well as blood components collected and prepared for specific purposes shall be stored separately.

6. Other requirements for storage, transporation, and distribution of blood and blood components shall be specified in a subordinate normative act issued by the minister.
7. Releasing any blood or blood component without fulfilling the mandatory requirements set out in this Chapter shall be inadmissible.

Article 30. Recall of blood and blood components (62/EC Article 6, Clause 8)
1. All complaints and/or other information, including serious adverse reactions and serious adverse events, which may suggest that defective/poor quality blood components have been issued, shall be documented, carefully investigated for causative factors of the defect/poor quality and, where necessary, followed by recall and the implementation of corrective actions to prevent recurrence. Procedures shall be in place to ensure that the competent authorities are notified as appropriate of serious adverse reactions or serious adverse events in accordance with the requirements set out in this Law.
2. There shall be personnel authorised within the blood establishment to assess the need for blood and blood component recall and to take the necessary actions.
3. The procedure of recall shall be defined in a subordinate normative act referred to in Article 33 of this Law.
Article 31. Other rules and procedures related to quality system (62/EC Article 6, Clauses 9, 10)
1. Quality system-related tasks that are performed externally, outside the blood establishment, shall be carried out on the basis of a contract.
2. In the process of managing the quality system, blood establishments shall have an obligation: 
а) To have in place а system to ensure corrective and preventive actions against blood component non-conformity and quality problems;
b) To systematically analyse blood quality data and identify quality system problems;

c) In the event a problem in the quality system is identified, to take corrective action and to identify unfavourable trends that may require preventive action;
d) To investigate and document all errors and accidents in order to identify systemic problems.
3. Blood establishment shall have internal inspection and audit systems for all parts of the operation and regulary conduct audits, which will be carried out by trained and competent persons in compliance with the subordinate normative act referred to in Article 33 of this Law.

4. Blood establishment/blood bank of a healthcare provider iinstitution shall have an obligation to ensure confidentiality of the personal data it stores in compliance with the Law of Georgia on Personal Data Protection, and to avoid modification of the personal data, unauthorized disclosure of the personal data or unauthorized collection of the data, while also regularly updating personal data in a manner that guarantees traceability of the donations.
Article 32. Import and export of blood and blood components

1. Import to and export from Georgia of blood and blood components shall be impermissible with the exception of excess of the produced plasma and the circumstances described in Clause 2 of this Article.
2. During states of emergency or environmental disasters, as well as during the shortages of blood and blood components in the country, when it is justified by the emergency or urgency of the situation, the minister shall have the authority to make a decision on the import or export of blood and blood components, which shall be made possible by a functioning logistical support and [agreements? – translator] with partner countries whence these products shall be imported when neeed.
Article 33. Quality system-related legal acts
Safety standards and technical requirements for blood and blood components referred to in this Chapter shall be defined in a normative act issued by the Government of Georgia.
Chapter V

Liability

Article 34. Grounds for liability
1. Liability for violation of the requirements set out in the field of the quality and safety of blood and blood components shall be defined by the Georgian legislation, including this Law. 

2. An authorized official of the competent authority shall have the right to draw up an administrative offence protocol referred to in this Law, whereas the case shall be heard by court.
3. The design of the administrative offence protocol referred to in this Law, as well as the rules of writing it up and the procedure of submitting it, shall be approved by a ministerial edict.
4. In the event an administrative offence referred to in this Law takes place, legal proceedings shall be conducted in compliance with the Administrative Offences Code of Georgia.
Article 35. Collection, testing, processing, storage and/or distribution of blood and blood components without appropriate license
1. Collection, processing, storage, and/or distribution of blood or blood components by a person without appropriate license – shall incur a fine in the amount of 50,000 lari.
2. The same act as described in Clause 1 of this article committed again – shall incur a fine in the amount of 100,000 lari.
Article 36. Violation of licensing terms for collection, testing, processing, storage, and distribution of blood and blood components
Violation of licensing terms for collection, testing, processing, storage, and distribution of blood and blood components – shall incure a fine in the amount which is not to exceed 10,000 lari.

Article 37. Failure to notify serious adverse event and/or serious adverse reaction 

1. Failure by reporting establishment to supply the competent authoirity the information defined in Sub-clauses b) or e) of Clause 2, Article 18 of this Law – shall incur on the reporting establishment a fine in the amount of 5,000 lari.
2. Act described in Clause 1 of this Article, committed again – shall incure on the reporting establishment a fine in the amount of 10,000 lari.
3. Failure by reporting establishment to submit to the competent authority the report referred to in Sub-clause f), Clause 2, Article 18 of this Law – shall incur on the reporting establishment a fine in the amount of 5,000 lari.
4. Act described in Clause 3 of this Article, committed again – shall incur on the reporting establishment a fine in the amount of 10,000 lari.
Article 38. Violatons of donor’s rights
1. Offering by blood establishment to the donor of compensation/remuneration for blood donation – shall incur on the blood establishment of a fine in the amount of 5,000 lari. 
2. Act described in Clause 1 of this Article, committed again – shall incur on the blood establishment a fine in the amount of 10,000 lari.
3. Disclosure of confidential information about the donor by blood establishment/blood bank of health provider institution – shall incur a fine in the amount of 15,000 lari.
4. Act described in Clause 3 of this Article, committed again – shall incur on the blood establishment a fine in the amount of 30,000 lari.
5. Failure of blood establishment to supply to the donor information about donation of blood or blood components or about blood drawing, and/or failure to receive from the donor information about his or her identity and state of health – shall incur on the blood establishment a fine in the amount of 5,000 lari.
6. Act described in Clause 5 of this Article, committed again – shall incur on the blood establishment a fine in the amount of 10,000 lari.

7. Violation of other rules and procedures of blood donation – shall incur a fine in the amount of 5,000 lari.

8. Act described in Clause 7 of this Article, committed again – shall incur a fine in the amount of 10,000 lari.

Article 39. Import and export of blood and blood components
1. Import and export of blood and blood components, with the exception of the cases described in Clause 2 of Article 33 of this Law – shall incur a fine in the amount of 10,000 lari, with confiscation of the instrument of the offence.
2. Act described in Clause 1 of this Article, committed again -shall incur a fine in the amount of 20,000 lari, with confiscation of the instrument of the offence.
Article 40. Failure to document a performed activity, failure to make a record 

1. Failure of blood establishment/blood bank of healthcare provider institution to document a performer activity or make a record – shall incur a fine in the amount of 10,000 lari.
2. Act described in Clause 1 of this Article, committed again – shall incur a fine in the amount of 20,000 lari.
Chapter VI
Transitional Provisions
Article 41. Transitional regulation of operational blood establishments
1. Before this Law takes effect, active blood establishments shall have an obligation to get registered as an entity with a legal status mandated by this Law before 1 July 2021.
2. Other transitional provisions will be set in resolution of The Government of Georgia.
Article 42. Subordinate normative acts to be passed/issued in connection wth adoption of this Law
1. The Government of Georgia shall, before 1 July 2021, adopt:
a) Resolution on the rules and procedure of traceability of blood and blood components, referred to in Clause 7 of Article 17 of this Law;
b) Resolution on establishment of rules and procedure of identification, monitoring, and notification of serious adverse events and serious adverse reactions, referred to in Clause 3, Article 18 of this Law;
c) Safety standards and technical requirements for blood and blood components, referred in Article 33 of this Law.
d) Resolution on transitional regulations of the Law of Georgia on the Quality and Safety of Human Blood and Blood Components, during two monthts after the adoption of this Law.
2. The minister shall, before 1 January 2021, issue:

a) The subordinate normative act regulating the activities of blood establishments, referred to in Clause 7, Article 10 of this Law;
b) The subordinate normative act defining the responsibilities and minimum qualification requirements for a responsible person at a blood establishment, referred to in in Clause 1, Article 11 of this Law;
c) The subordinated normative act defining the design of the licensing certificate, referred to in Clause 7, Article 13 of this Law;
d) The subordinated normative act approving the eligibility criteria for the donors of blood and blood components and eligibility assessment procedures, referred to in Clause 1, Article 6 of this Law;

e) The rules of maintaining documentation and records, referred to in Clause 1, Article 22 of this Law;
f) The subordinate normative act defining types of information to be provided to or received from donors and rules for providing and receiving it, referred to in Clause 4, Article 24 of this Law;
g) The subordinate normative act setting labelling rules, as well as labelling rules for autologous blood and blood components, referred to in Clause 3, Article 28 of this Law;
h) The subordinate normative act setting requirments for storage, transportation, and distribution of blood and blood components, referred to in Clause 7, Article 29 of this Law;
i) The edict on the design of, and rules for writing up and submitting the administrative offence protocol, referred to in Clause 3, Article 34 of this Law.
3. The Government of Georgia and the ministry shall ensure the conformity of the appropriate subordinate normative acts with this Law.
Chapter VII 
Concluding provisions
Article 43. Repealed normative acts
The 21 March 1995 Law of Georgia On the Donation of Blood and its Components shall be declared invalid.
Article 44. Entry of this Law into effect
1. This Law, except for Articles 41, 43 and 10 (except Clause 1 of Article 10) of this Law, shall enter into effect upon its promulgation.

2. Articles  41, 43, and Clause 1 of Article 10 of this Law shall enter into effect on 1 July 2021.

Explanatory Note
on draft law 

„On the Quality and Safety of Human Blood and Blood Components“

a. General information about the draft law
a.a) The reason for adoption of the draft law
a.a.a) The problem which the draft law aims to address
a.a.b) Necessity to pass a law to address an existing problem
The Law of Georgia On the Donation of Blood and its Components, which was passed on 21 March 1995 and which is in effect in Georgia, no longer rises to the challenges facing the field of protecting the quality and safety of blod and blood components that require regulation at a legislative level. There is a need to adopt a new legal act in the field of protection of the quality and safety of blood and blood components which would bring the standards, specifications, and guidelines used in the sector under a single legislative framework and conform with those EU legal acts with which we have an obligation to harmonize under the Association Agreement.
a.b) Expected results of the draft law
The draft law will form a main legislative foundation for protection of the quality and safety of blood and blood components which will be approximated to the EU standards.
As a result of the draft law, a quality system for blood and blood components will take shape, which will safeguard the quality of blood and blood components. 

The draft law will regulate the issues related to the blood donorship right and principles in a manner that is in line with European standards, establish a competent authority which will be responsible for the compliance with the requirements set out in the field of protection of the quality and safety of blood and blood components, and create a system of management of the field.
The draft law will newly define the status of the blood establishment as an entity that collects, tests, processes, stores, and distributes blood and blood components, its legal organizational status, operational procedures, and rights and responsibilities. At the same time, the draft law will create a system of licensing for blood establishments, determine the licensing body and licensing procedures, and define issues related to control and inspection of blood establishments by the compenent authority.
As a result of the draft law, the haemosurveillence and traceability systems will be created, which will also encompass an integrated system of monitoring serious adverse events and serious adverse reactions.

By adopting the draft law, Georgia will fulfil its obligations under the Association Agreement in the field of protection of the quality and safety of blood and blood components to approximate the regulatory norms in this field with the EU acquis, and in particular, with legal acts referred to in Annex XXXI.
a.c) Essence of the draft law
The draft law is comprised of 7 Chapters and 44 Articles.
Chapter I of the draft law covers general provisions. It includes Articles 1 through 7. Articles 1-3 regulate issues which fall under the general provisions category, such as the purpose of the law, scope of the law, and the Georgian laws on the quality and safety of blood and blood components. Article 4 of the draft law provides definitions of terms used in the draft law. The Article includes all the main terms and definitions which are important for predictability of the content of the law and for its effective execution. Chapter 5 of the draft law regulates issues of the availability of blood and blood components. Article 6 regulates issues relating to the donorship right and principles. Blood donation will be based on the principles of voluntariness, absence of profit, and anonymity, wheras the right to donate blood will be granted to persons aged between 18 and 65 who will meet the requriements of international treaties to which Georgia is a signatory and the eligibility criteria set by this draft law and subordinate normative acts issued pursuant to this draft law, and will pass the eligibility assessment procedure. In addition, Article 6 regulates issues pertaining to underage donors and penitentiary inmates. Article 7 of the draft law regulates issues linked with the recipients’ rights and their informed consent.
Chapter II of the draft law covers provisions related to management of the quality and safety of blood and blood components. It is cоmprised of Articles 8 through 15. Article 8 of the draft law defines state’s responsibilities in the field of protection of the quality and safety of blood and blood components. Article 9 of the draft law has with provisions dealing with the competent authority. According to the Article, precisely the competent authority ensures compliance with the requirements for the field of protection of the quality and safety of human blood and blood components, set out in this draft law and the subordinate normative acts issued pursuant to this draft law, issues appropriate licenses for the activities listed in Article 13 of this draft law, has powers to carry out inspections and appropriate control measures at blood establishments, and implements other measures which have been designated to its area of competence by the law and other subordinate normative acts issued pursuant to this draft law. Article 10 of the draft law regulates issues of creating blood establishments and their powers. According to Clause 1 of the Article, a blood establishment shall be authorized to collect and test blood and blood components regardless of their purpose, and to process, store, and distribute blood and blood components for the purpose of transfusion. Clause 2 of the same article, states that a blood establishment will be created with the legal organizational form of non-profit (non-commercial) legal entity, in compliance with the procedure established by the Georgian law. Articles 11 and 12 of the draft law regulate issues related to the responsible person and the personnel of a blood establishment. Article 13 of the draft law is significant in that it regulates the issues of licensing of a blood establishment. According to the Article, a blood establishment will collect, test, process, store, and distribute blood and blood components on the basis of a license issued by the competent authority in compliance with this draft law and the Law of Georgia On Licenses and Permits. Article 14 of this draft law regulates issues of the competent authority’s control of compliance with the licensing terms, as well as issues of inspection of the compliance of the blood establishment with this draft law and subordinate normative acts issued pursuant to this draft law. As for Article 15, it concerns itself with issues linked with the rights and responsibilities of a blood bank of a healthcare provider institution as a unit/service of the healthcare provider institution.
Chapter III of the draft law covers provisions pertaining to haemovigilance. It is constituted of Articles 16 through 18. Article 16 of the draft law provides the definition of haemovigilance. Article 17 regulates issues related to traceability, describes the essence of traceability, the procedures, and responsibilities of the blood establishment, hospital, clinic, and research institution in the traceability process. Article 18 of the draft law gives provisions linked with notification of serious adverse events and serious adverse reactions, and describes a reporting establishment’s responsibilities in the process of registering serious adverse events and serious adverse reactions, and maintaining, storing, and reporting appropriate records to the competent authority. According to the article, the competent authority must ensure that an integrated system of monitoring the serious adverse events and serious adverse reactions is in place.
Chapter IV of the draft law encompasses provisions regulating issues dealing with the quality and safety system for blood and blood components and quality system of blood establishyments. Articles 19 through 33 make up the chapter. Articles 19 through 22 and 28 through 31 regulate issues like the essence of quality system, personnel and organization of blood establishment, premises and facilities of blood establishment/blood bank of healthcare provider institution, equipment and materials, documentation, release of blood and blood components from quarantine, storage, and distribution, recall of blood and blood components, and other rules and procedures pertaining to quality system. Article 23 through 25 regulate issues dealing with blood donation. In particular, it deals with issues related to the procedure of donor eligibility assessment, provision of information to, and collection of information from donor, and autologous donation-related issues. Article 26 of the draft law establishes procedures of collection of blood and blood components, Article 27 – procedures of testing and processing blood and blood components, and Article 28 establishes rules of labelling. Article 32 of the draft law is important because it prohibits export and import of blood and blood components from and to Georgia, respectively, with the exception of circumstances described in the same article.
Chapter V of the draft law covers issues of accountability for violations of the requirements set for the field of protection of the quality and safety of blood and blood components. It spans articles 34 through 40. According to Article 34 of the draft law, the responsible person from the competent authority will have the right to draw up the administrative offence protocol referred to in the draft law, and the case will be heard in court. The design of the administrative offence protocol and rules of filling it out will be approved by the Minister of Internally Displaced Persons from Occupied Territories, Labor, Health, and Social Affairs of Georgia, whereas the legal proceedings will be conducted in compliance with the Administrative Offences Code of Georgia. Articles 35 through 40 of the draft law ademeasure penalties for the following offences: collection, testing, processing, storage and/or distribution of blood and blood components without an appropriate license; violation of the licensing terms for collection, testing, processing, storage and/or distribution of blood and blood components; failure to notify of a serious adverse event and/or serious adverse reaction; violation of the donation right; import and export of blood and blood components; failure to make a recording about an accomplished activity.
Chapter VI of the draft law covers transitional provisions. It is comprised of Articles 41 and 42. Article 42 lists the subordinate normative acts to be adopted/issued pursuant to adoption of the draft law and sets deadlines for the adoption/issuance of the appropriate subordinate normative acts by the Government of Georgia and the Minister of Internally Displaced Persons from Occupied Territories, Labor, Health, and Social Affairs of Georgia.
Chapter VII of the draft law contains concluding provisions. It is comprised of articles 43 and 44. According to Article 43 of the draft law, the 21 March 1995 Law of Georgia On the Donation of Blood and its Components shall be declared invalid as soon as the draft law is enacted. Article 44 states that the draft law will come into effect on 1 January 2021.
a.d) The relation of the draft law with the governmental program and with the existing action plan in a relevant field, if any.

The draft law is not related with a government program or an existing action plan in the relevant field.
a.e) The principle of selecting the date for the draft law to enter into force, and if retroactive effect is granted to a law, the relevant reasoning for that

The main part of the draft law (articles 1 through 41 and 43) is scheduled to enter into force on 1 January 2021, and Article 42 of the draft law (Transitional provisions) is scheduled to enter into effect on the date of promulgation. This results from the fact that, upon the promulgation of the law, subordinate normative acts listed in Article 42 must be drafted, which is necessary for the law to fully enter into force . After the subordinate normative acts are drafted, the main part of the draft law will come into effect. 
a.f) The reasons for reviewing the draft law in an expedited manner and the relevant reasoning for it


Reviewing the draft law in an expedited manner is not possible due to requriements of the Rules of Procedure of the Parliament of Georgia.
b) The financial feasibility of the draft law, specifying as follows: (The year of enactment of the draft law and the next 3 years)
b.a) Source of funding of necessary expenses related to adoption of the draft law

b.b) The impact of the draft law on the revenue part of the State Budget and/or Municipal Budget
b.c) The impact of the draft law on the expenditure part of the State Budget and/or Municipal Budget

b.d) New financial commitments of the State, with indication of the direct financial liabilities (internal or foreign liabilities) to be assumed by the State or an entity within its system, on the basis of the draft law
b.e) Expected financial results of the draft law for those persons to whom the draft law applies, indicating the character and the line of the impact on the natural and legal persons that might be directly affected by the actions defined under the draft law 
b.f) The amount of a tax, duty or another fee (financial payment), as determined by the draft law, to an appropriate budget and the principle for determining the amount
c) Relation of the draft law with international legal standards

c.a) The relation of the draft law with European Union (EU) legislation

Adoption of the draft law complies with EU legislation and aims to approximate Georgian legislation with EU legislation.
c.b) The relation of the draft law with the obligations of Georgia for joining international organisations
Draft law meets the obligations of Georgia for joining international organisations.
c.c) The relation of the draft law with bilateral and multilateral agreements and treaties of Georgia, and if there is an agreement/treaty linked to drawing up the draft law, also an appropriate article and/or paragraph thereof
The draft law arises from the obligation defined in Article 357 of Association Agreement between the European Union and the European Atomic Energy Community and their Member States, of the one part, and Georgia, of the other part, that Georgia will approximate its national legislation with the EU legislative acts and international legal instruments listed in Annex XXXI to the Agreement, in compliance with the provisions of the same annex. 
c.d) An EU legal act, if any, the obligation of approximation to which is proceeding from the ‘Association Agreement between Georgia, of the one part, and the European Union and the European Atomic Energy Community and their Member States, of the other part’, and from other bilateral and multilateral agreements of Georgia concluded with the European Union
1. Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting standards of quality and safety for the collection, testing, processing, storage and distribution of human blood and blood components and amending Directive 2001/83/EC.
2. Commission Directive 2005/61/EC of 30 September 2005 implementing Directive 2002/98/EC of the European Parliament and of the Council as regards traceability requirements and notification of serious adverse reactions and events.
3. Commission Directive 2005/62/EC of 30 September 2005 implementing Directive 2002/98/EC of the European Parliament and of the Council as regards Community standards and specifications relating to a quality system for blood establishments.

d) Consultations received in the draft law preparation process 
d.a) A state, non-state and/or international organisation/institution, expert, working group, if any, that participated in the preparation of the draft law
d.b) Evaluation of an organisation/institution, working group, or an expert, if any, participating in preparation of the draft law, with regard to the draft law
d.c) Experience of other countries in the implementation of laws similar to the draft law; review of the experience that was used as an example when drawing up the draft law, if such review was prepared
e) The author of the draft law 

f) The initiator of the draft law
The Government of Georgia is the initiator of the draft law.
�Should be moved subordinate normative act regulating transitional provisions.


�No need repeating, it is decribed in Artice 3


�Should be moved to definitions


�It is considered that these criteria should be defined in Georgian legislation.


�Assessement procedures includes not only testing


�This article doesn’t fit in the Chapter ‘Quality system for blood establishments’





�As we were informed, the Chapter on Liability will be withdrawn from this Law





