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ACT
REGULATING THE PROCUREMENT AND TRANSPLANTATION OF HUMAN BODY PARTS FOR THE PURPOSES OF MEDICAL TREATMENT (ZPPDČT)
I. GENERAL PROVISIONS
Article 1
(Aim of the Act)
(1) This Act stipulates the conditions applying to the removal of human body parts (hereinafter: body parts) of a living or dead person and the conditions applying to the transplantation of body parts into another person's body for the purposes of medical treatment, while respecting the freedom of personality and other rights relating to personality.
(2) This Act also lays down rules to ensure standards of quality and safety for human organs (hereinafter: organs) intended for transplantation to the human body, in order to ensure a high level of human health protection according to Directive 2010/53/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality and safety of human organs intended for transplantation (OJ L No. 207, 6.8.2010, p. 14) and amendment thereto (OJ L No. 243, 16.9.2010, p. 68) (hereinafter: Directive 2010/53/EU), and the exchange of organs according to Commission Implementing Directive 2012/25/EU of 9 October 2012 laying down information procedures for the exchange, between Member States, of human organs intended for transplantation (OJ L No. 275, 10.10.2012, p. 27; hereinafter: Directive 2012/25/EU).
Article 2
(Scope and exceptions)
(1) This Act shall apply to quality and safety for the donation, testing, characterisation, procurement, preservation, transport and transplantation of organs for the purposes of medical treatment and research on organs intended for transplantation.
(2) This Act shall not apply to collecting blood and blood products, the standards of quality and safety of human tissue and cells intended for therapeutic purposes, and the donation, harvesting, storage and use of reproductive cells, which are governed by special regulations.
Article 3
(Definition of terms)
(1) For the purposes of this Act, the terms shall have the following meanings:
1. “transplant waiting list” means a list of persons waiting for transplantation;
2. “donor” means a person who donates a body part, whether donation occurs during the his/her lifetime or after death;
3. “donation” means donating a body part for transplantation;
4. “body parts” mean organs, tissues and cells;
5. “allocation” means a procedure used to select the most suitable recipient;
6. “characterisation” means the collection of the relevant information on the characteristics of the donor needed to evaluate his/her suitability for organ donation, in order to undertake a proper risk assessment and minimise the risks for the recipient, and optimise organ allocation;
7. “characterisation” means the collection of the relevant information on the characteristics of the donor needed to evaluate his/her suitability for organ donation, in order to undertake a proper risk assessment and minimise the risks for the recipient, and optimise organ allocation;
8. “donor centre” means a public healthcare institution or a unit thereof that performs the procurement activity;
9. “Member State of origin” means the Member State where the organ is removed for the purpose of transplantation;
10. “Member State of destination” means the Member State to which the organ is sent for the purpose of transplantation;
11. “European organ exchange organisation” means a public or private non-profit organisation that facilitates national or cross-border exchange of organs, of which most members are European Union Member States;
12. “serious adverse event” means any undesired and unexpected occurrence associated with any stage of the chain from donation to transplantation that might lead to the transmission of a communicable disease, to death or life-threatening, disabling or incapacitating conditions for patients or which results in, or prolongs, hospitalisation or morbidity;
13. “serious adverse reaction” means an unintended response, including a communicable disease, in the living donor or in the recipient that might be associated with any stage of the chain from donation to transplantation that is fatal, life-threatening, disabling, incapacitating, or which results in, or prolongs, hospitalisation or morbidity;
14. “preservation” means the use of chemical agents, alterations in environmental conditions or other means to prevent or retard biological or physical deterioration of organs from removal to transplantation;
15. “potential recipient” means the person preparing to be put on the transplant waiting list;
16. “national donor/recipient identification number” means the identification code attributed to a donor or a recipient by Slovenija-transplant in accordance with the identification system established at national level, serving as the connecting symbol for tracing the organ donor and recipient, especially in data exchange between donor centres, transplant centres and other European Union Member States;
17. “unrelated-donor transplantation” means the transplantation of cells removed from one person and used in another person;
18. “removal” means an operating procedure for removal of a donor's body part;
19. “organ” means a differentiated part of the human body, formed by different tissues, that maintains its structure, vascularisation, and capacity to develop physiological functions with a significant level of autonomy; a part of an organ is also considered to be an organ if its function is to be used for the same purpose as the entire organ in the human body, maintaining the requirements of structure and vascularisation;
20. “operating procedures” mean written instructions describing the steps in a specific process, including the materials and methods to be used and the expected end outcome;
21. “persons close to the deceased donor” mean spouse or cohabiting partner, registered same-sex civil partner, parents, grandparents, other persons of age such as: children, grandchildren, brothers and sisters, and persons in a relationship of confidence with the deceased who at least plausibly demonstrate this characteristic;
22. “recipient” means a person who receives a transplant of a body part or is put on the transplant waiting list;
23. “transplantation” means a process intended to restore certain functions of the human body by transferring a body part from a donor to a recipient;
24. “organ procurement” means donation, testing, characterisation, procurement, preservation, transport and transplantation of organs for the purposes of medical treatment and research on organs intended for transplantation;
25. “procurement” means a process by which the donated organs become available, including the identification of a potential donor, conversation with persons close to the deceased, preservation of vitality of the deceased donor's body parts, and removal and consent in a living donor;
26. “traceability” means the ability to locate and identify the organ at each stage in the chain of organ procurement or disposal, including the ability to identify the donor and the donor centre, identify the recipient(s) at the transplant centre(s), and locate and identify all relevant non-personal information relating to products and materials coming into contact with that organ;
27. “related-donor transplantation” means the transplantation of cells removed from and used in the same person;
28. “specification of the organ” means:
the anatomical description of an organ including: its type (e.g. heart, liver);
where applicable, its position (left or right) in the body; and
whether it is a whole organ or a part of an organ, mentioning the lobe or segment of the organ;
29. “transplant centre” means a public healthcare institution or a unit thereof that performs the organ transplantation activity;
30. “third country” means a non-member state of the European Union;
31. “disposal” means the final placement of an organ where it is not used for transplantation.
(2) The term “tissues and cells” has the same meaning as laid down in the act regulating the quality and safety of human tissues and cells intended for therapeutic purposes.
Article 4
(Principles governing donation)
(1) Donation shall be based on the principles of voluntarism, non-payment and altruism, according to which it is not permitted to grant or receive for removed body parts any payment or any other material or non-material benefit.
(2) Notwithstanding the preceding paragraph, payment of medical services and wage compensation to the donor shall be permitted during temporary absence from work as well as reimbursement of travel expenses in accordance with the regulations on healthcare and health insurance.
(3) It shall be prohibited to advertise the need for, or availability of, body parts where such advertising is with a view to offering or seeking financial gain or comparable advantage.
Article 5
(Transplant Ethics Committee)
(1) The Chair and eight members of the Transplant Ethics Committee referred to in the third paragraph of Article 6 and the third paragraph of Article 7 hereof shall be appointed by the Minister competent for health from among experienced and respectable experts in the fields of medicine, psychology, sociology and law as well as ethics and deontology for a four-year term with a possibility of reappointment.
(2) The Committee referred to in the previous paragraph shall adopt its rules of procedure, which shall be approved by the Minister.
II. BODY PARTS PROCUREMENT AND TRANSPLANTATION CONDITIONS 
1. Procurement of body parts from a living donor
Article 6
(Persons whose body parts may be removed)
(1) Body parts may be removed from persons over the age of 18, provided that person is capable of judgement up to removal.
(2) Notwithstanding the preceding paragraph, renewable body parts may be removed from a person below 18 years of age or from an adult who lacks mental capacity for transplantation into a person genetically, familially or emotionally related to the donor.
(3) The consent of the Transplant Ethics Committee shall be required for the removal of a body part according to the preceding paragraph.
Article 7
(Body parts that may be removed from a living donor)
(1) As a rule, only renewable body parts may be removed from the body of a living donor.
(2) Notwithstanding the preceding paragraph, a kidney, a part of the liver or a part of the lungs may be removed from the body of a living donor for transplantation into a person genetically, familially or emotionally related to the donor, provided that an organ from a deceased donor is not available within a reasonable period of time or the organ from the living donor provides much better possibilities for medical treatment than any other forms of substitution treatment of the end-stage of kidney, liver or lung failure.
(3) The consent of the Transplant Ethics Committee shall be required for the removal of a body part according to the preceding paragraph.
(4) Notwithstanding the provisions of the first paragraph of this Article, it shall be permitted to collect and store haematopoietic stem cells and tissues separated from the umbilical cord of a living newborn as well as the tissue and cells that would otherwise be disposed of after child birth, subject to the consent of the woman who gave birth to this child. Thus collected cells may be used for any related- or unrelated-donor transplantation.
(5) The procedures of collection, storage and use of cells referred to in the preceding paragraph shall be prescribed by the Minister.
Article 8
(Consent of a living donor)
(1) The removal of body parts from a living donor shall be permitted only if the donor has given consent in writing and if the risk to the donor's health is within the acceptable limits according to medical criteria. The risk may not be disproportionate to the benefit the recipient is expected to obtain.
(2) The donor’s consent must refer to the planned removal. Consent must be the donor's free and conscious decision after he/she has been given a proper explanation of the nature, purpose and course of the removal, the degree of probability that it will succeed, the usual risks involved, the recording and protection of personal data and follow-up. This explanation may not be suggestive.
(3) Consent may be conditional on the transplantation into a specific person.
(4) Prior to giving consent, the donor is entitled to a consultation and a second opinion on the risks to his/her health from a doctor who will not be involved in the removal or transplantation of the body part and who is not a personal physician of the recipient.
(5) The donor may withdraw consent at any time before the beginning of the removal.
(6) If the donor is under 18 years of age or an adult who lacks mental capacity, consent shall be given by his/her legal representative. In spite of the consent from a legal representative, removal may not be carried out if such person expressly opposes it.
(7) Unless otherwise specified herein, the provisions of the act governing patient rights shall be applied mutatis mutandis to informing of the donor, duty to explain, the right to a second opinion, the donor's consent and exercising of the rights of a donor who lacks mental capacity.
2. Procurement of body parts from a deceased donor
Article 9
(Respect for the dignity of the deceased and the persons close to the deceased)
The removal of body parts from a deceased person shall be carried out with due respect for the personal dignity of the deceased and the persons close to the deceased, and in accordance with the principles of ethics and deontology.
Article 10
(Removal of body parts from a deceased donor)
(1) Body parts may be removed from the donor for transplantation after his/her death.
(2) Death of a donor shall be deemed brain death or death after final cardiac arrest, having been established with certainty according to medical rules and as prescribed.
(3) Brain death shall be established by the committee for the determination of brain death composed of at least two doctors. The committee members' decision must be autonomous and unanimous. A record on the determination of brain death shall be drawn up and signed by all members of the committee.
(4) Doctors who will be involved in the removal or transplantation or who have any interest whatsoever in, or connection with, the transplantation may not be members of the committee for the determination of brain death.
(5) The death of a person after final cardiac arrest shall be ascertained according to the procedure prescribed by the Minister. The doctor who establishes death shall not be involved in removal or transplantation.
(6) The detailed medical criteria, the method and procedure of establishing brain death, and the structure of the committee for the determination of brain death referred to in the third paragraph of this Article shall be prescribed by the Minister.
Article 11
(Donation designation related to donating body parts after death)
(1) Any person capable of deciding autonomously on treatment under the act regulating patient rights may during life give consent to donate or oppose donation of body parts after death (hereinafter: designation).
(2) A person may designate him/herself as a donor with Slovenija-transplant, his/her personal physician or the authorised person of the authority or organisation with which Slovenija-transplant has concluded a written agreement on collecting designations.
(3) A person shall designate him/herself as a donor using a form that includes:
32. identity data about the person who designated him/herself as a donor: name, date of birth, residence and social security number or, exceptionally, any data which unambiguously identify the person;
33. name or any data which unambiguously identify witnesses before whom the designation referred to in the ninth paragraph of this Article has been given;
34. data about the authorised person before whom the person designated him/herself as a donor (name and authority or organisation in the framework of which a person designated him/herself as a donor);
35. the content of the designation;
36. the explanations about the meaning of donation after death;
37. the indication that designation may be revoked at any time;
38. the date of the designation;
39. the signature of the person designating him/herself as a donor, except in the case referred to in the ninth paragraph of this Article;
40. other elements required given the nature and circumstances of the designation or stipulated by another act.
(4) The designation can also be made electronically according to the regulations governing electronic commerce and electronic signature.
(5) The designation shall be recorded in the data collection referred to in the second paragraph of Article 43 of this Act, which is managed by Slovenija-transplant.
(6) After the donor's death, the designation data shall be accessible to the hospital transplantation coordinator of the donation centre and to central transplantation coordinators referred to in Article 38 of this Act by viewing the data collection referred to in the preceding paragraph.
(7) The Minister shall prescribe the designation form, the method and procedure of designation, the procedure of recording and deleting data in the fifth paragraph of this Article and the procedure of informing about the designation.
(8) The designation may be revoked as prescribed at any time.
(9) If a person cannot designate him/herself as a donor in writing, he/she may do so orally in the presence of the personal physician and two witnesses of age, stating the reason preventing written designation, which shall be documented on the form referred to in the third paragraph of this Article, with the statement being signed by the personal physician of the person concerned and the witnesses.
Article 12
(Removal of body parts after previous written consent)
On the basis of a written consent referred to in the previous Article, a body part may be removed from a deceased person after one of the persons close to the deceased has been informed, if such persons can be reached.
Article 13
(Removal of body parts without previous written consent)
(1) The body parts of a deceased person who was a citizen of the Republic of Slovenia and who had permanent residence in the Republic of Slovenia may be removed for transplantation even if the deceased did not explicitly give his/her consent on donation after death in accordance with Article 11 of this Act.
(2) Notwithstanding the preceding paragraph, the body parts shall not be removed if a person who was close to the deceased opposes the removal. If such persons can be reached, at least one of them should be informed of the intended removal and of their right to reject it. A reasonable period of time should be given to such a person to make a decision. If the persons close to the deceased cannot be reached, the removal may not be carried out.
(3) The body parts of a dead person who was not a citizen of the Republic of Slovenia or did not have a permanent residence in the Republic of Slovenia may be removed for transplantation provided that a person close to the deceased gives a written statement saying that to that person's knowledge the deceased did not oppose donation.
Article 14
(Removal of body parts from a dead aborted embryo)
(1) Body parts may be removed from a dead aborted embryo for transplantation provided that the woman who carried the embryo gives her consent in writing after she has been informed in detail about the purpose of the intended removal.
(2) Embryo tissues may be removed and used after the National Medical Ethics Committee within the Ministry of Health has given its consent.
(3) The doctor who carries out the termination of pregnancy shall not be involved in removal or transplantation, and shall not have any interest in, or connection with these procedures. It is not permitted to change the decision, procedures, time or any other circumstances relevant to the termination of pregnancy due to the intended removal.
Article 15
(Removal of body parts from a deceased minor and a deceased person of age who has been deprived of legal capacity based on a court decision)
(1) Body parts of a minor who has not yet acquired full legal capacity and of a person of age who has been deprived of legal capacity based on a court decision may be removed for transplantation provided that the person’s legal representative gives his/her consent.
(2) Consent from a legal representative is not required if the minor person referred to in the preceding paragraph is over 15 years of age and gave his/her consent for removal during their lifetime according to Article 11 of this Act and provided the person was able to understand the meaning of such statement.
Article 16
(Removal of body parts with the permission of the investigating magistrate)
If it proceeds from the circumstances which caused death that a forensic autopsy is required, removal may be carried out only with the permission of the examining magistrate, provided the conditions for removal specified herein are fulfilled.
3. Transplantation
Article 17
(Informing and consent of the recipient)
(1) Transplantation is conditional on the recipient's previous written consent.
(2) Consent must be the recipient's free and conscious decision after he/she has been given a proper explanation of the nature, purpose and course of the transplantation, the degree of probability that it will succeed, and the usual risks involved.
(3) Unless otherwise specified herein, the provisions of the act governing patient rights shall be applied to informing of the recipient, duty to explain, the recipient's consent and exercising of the rights of a recipient who lacks mental capacity.
(4) If the recipient is under 18 years of age or an adult who lacks mental capacity, transplantation may not be carried out in spite of the consent from a legal representative, if the recipient expressly opposes and is able to understand the meaning of such statement.
Article 18
(Access to transplantation)
(1) Body parts shall be removed from a deceased person according to the rules of the medical profession. The principles of equality and fair access to this method of treatment shall be complied with under the regulation governing managing of transplant waiting lists. Transplant waiting lists shall also include the data referred to in Article 42 of this Act, the information on fulfilment of criteria, special circumstances on the part of the recipient and temporary removal from the waiting list. The data in the waiting lists shall be kept for five years after transplant.
(2) The method of selecting patients to be treated by human body part transplantation, the method of managing waiting lists, and the immunogenetic and medical criteria for the allocation shall be prescribed by the Minister.
(3) If an agreement is concluded with the European organ exchange organisation on the method of selecting patients to be treated by transplantation, the method of managing waiting lists, and the organ allocation criteria, the provisions of the preceding paragraph shall apply mutatis mutandis.
III. THE QUALITY AND SAFETY OF ORGANS
Article 19
(The system of quality and safety of organs)
(1) The donor and transplant centre shall establish, maintain and update the system of quality and safety of organ procurement or disposal based on good practice principles.
(2) The standards and technical requirements of the system of quality and safety of organ procurement shall be prescribed by the Minister.
Article 20
(Organ and donor characterisation)
(1) In order to ensure the quality and safety, the donor centre shall characterise and enter in the donor data collection referred to in Article 41 of this Act the following characteristics of all organs removed and respective donors:
41. name, date of birth, residence and social security number or, exceptionally, any data which unambiguously identifies a person; and the national citizen identification number;
42. the donor centre and other general data;
43. type of donor;
44. blood group;
45. gender,
46. cause of death;
47. date of death;
48. date of birth or estimated age;
49. weight;
50. height;
51. past or present history of IV drug abuse;
52. past or present history of malignant neoplasia;
53. present history of other transmissible disease;
54. HIV, HCV, HBV tests;
55. basic information to evaluate the function of the donated organ.
(2) Where the particular circumstances so require, for instance clinical condition of the recipient or inconclusive test results, healthcare professionals participating in the removal or transplantation (medical team) may decide to obtain complementary data if such data are available:
56. contact details of the donor centre where the removal takes place necessary for allocation and traceability of the organs from donors to recipients and vice versa;
57. donor data: demographic (such as: morbidity, mortality and other similar related data) and anthropometrical data (such as: circumference and measurements of the donor's body and other similar related data) required in order to guarantee an appropriate matching between the donor/organ and the recipient;
58. donor medical history: medical history of the donor, in particular the conditions which might affect the suitability of the organs for transplantation and imply the risk of disease transmission;
59. physical and clinical data: data from clinical examination which are necessary for the evaluation of the physiological maintenance of the potential donor as well as any finding revealing conditions which remained undetected during the examination of the donor’s medical history and which might affect the suitability of organs for transplantation or might imply the risk of disease transmission;
60. laboratory data: data needed for the assessment of the functional characterisation of the organs and for the detection of potentially transmissible diseases and of possible contraindications with respect to organ donation;
61. image tests: image explorations necessary for the assessment of the anatomical status of the organs for transplantation;
62. therapy: treatments administered to the donor and relevant for the assessment of the functional status of the specific organ and the suitability for organ donation, in particular the use of antibiotics, inotropic support or transfusion therapy.
(3) If according to a risk-benefit analysis in a particular case, including in life-threatening emergencies, the expected benefits for the recipient outweigh the risks posed by incomplete data, an organ may be considered for transplantation even where not all of the minimum data specified in the first paragraph of this Article are available.
(4) Donor centres and laboratories involved in organ and donor characterisation shall adopt appropriate operating procedures to ensure that the data on organ and donor characterisation reach the transplant centre in due time.
Article 21
(Collecting data from living donors and persons close to the deceased)
(1) When procuring organs from living donors, the donor centre shall strive to obtain from donors the data referred to in the previous Article necessary to meet the quality and safety requirements and to that end provide them all data required to understand the consequences of donation. 
(2) When procuring organs from deceased donors, the data referred to in the previous Article necessary to meet the quality and safety requirements shall be, where possible, obtained from the persons close to the deceased.
(3) The medical team or the doctor collecting data under this Article shall inform all persons who are expected to provide data about the importance of quickly providing the data.
Article 22
(Organ testing)
The testing required for organ and donor characterisation shall be carried out in a laboratory that meets the conditions for conducting laboratory medicine tests and has qualified and trained personnel and the premises prescribed by the regulation issued by the Minister, stipulating the conditions to be met by laboratories conducting laboratory medicine tests.
Article 23
(Organ preservation and transport)
(1) The doctor removing the organ shall provide for organ preservation. 
(2) The following organ transport conditions shall be met, unless an organ is transported within the same donor or transplant centre:
63. the organisations conducting the transportation of organs shall ensure the integrity of the organ during transport and a suitable transport time given the type of the organ;
64. the shipping containers used for transporting organs are labelled with the following information:
identification of the donor centre where the organ removal took place, including its address and telephone number; 
identification of the transplant centre of destination, including its address and telephone number;
a statement that the container contains an organ, specifying the type of organ and, where applicable, its left or right location and marked ‘HANDLE WITH CARE’;
recommended transport conditions, including instructions for keeping the container at an appropriate temperature and position;
65. the organs are accompanied by a report on the organ and donor characterisation.
(3) The method of preservation and transport procedures shall be determined by the Minister.
Article 24
(Control in the transplant centre)
The transplant centre shall verify before proceeding to organ transplantation that:
· the organ and donor characterisation are completed in accordance with Article 20 of this Act;
· the method of preservation and organ transport procedures referred to in the previous Article have been complied with.
Article 25
(Disposal)
Removed organs that have not been transplanted shall be disposed of and the disposal shall be documented as prescribed by the Minister.
Article 26
(Traceability)
(1) The donor centre, the transplant centre and Slovenija-transplant shall ensure traceability for the purpose of recipient safety and abuse prevention, by keeping all data necessary about organ procurement or disposal, including the information on organ and donor characterisation as specified in Article 20 of this Act, pursuant to the time periods laid down in Articles 41, 42 and 43 of this Act. This data may be stored in electronic form.
(2) The traceability system shall be prescribed by the Minister.
Article 27
(Reporting and managing serious adverse events and reactions)
(1) Donor and transplant centres shall immediately notify Slovenija-transplant of any serious adverse event or reaction concerning a specific donor or recipient.
(2) The reporting system used to report, investigate, register and transmit information concerning serious adverse events that may influence the quality and safety of organs and that result from the organ procurement, as well as any serious adverse reaction observed during or after transplantation specified in Article 35 of this Act shall be prescribed by the Minister.
(3) Slovenija-transplant shall ensure the interconnection between the reporting system referred to in the preceding paragraph and the reporting system established in accordance with 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 No. 102, 7.4.2004, p. 48), last amended by Regulation (EC) No. 596/2009 of the European Parliament and of the Council of 18 June 2009 adapting a number of instruments subject to the procedure referred to in Article 251 of the Treaty to Council Decision 1999/468/EC with regard to the regulatory procedure with scrutiny – Adaptation to the regulatory procedure with scrutiny – Part Four (OJ L No. 188, 18.7.2009, p. 14).
Article 28
(Healthcare personnel, premises, materials and equipment)
(1) Healthcare personnel involved in organ procurement or disposal procedures shall be suitably qualified or trained by timely and regular education and training programmes.
(2) The content of educational and training programmes for specific organ procurement or disposal procedures shall be prescribed by the Minister. 
(3) The donor centre shall ensure:
· that the donor and organ selection and evaluation procedures are performed under the advice and the guidance of a doctor of medicine;
· that organ removal takes place in operating theatres, which are designed, constructed, maintained and operated in accordance with adequate standards and best medical practices so as to ensure the quality and safety of the organs removed;
· that the material and equipment used in removal are consistent with the fourth paragraph of Article 37 of this Act and with the standards and guidelines on the sterilisation of medical devices.
Article 29
(Protection of personal data, confidentiality and security of processing)
(1) Data on the donor and recipient are deemed confidential. Data on the deceased donor may not be disclosed to the recipient and data on the recipient may not be disclosed to the family and relatives of the deceased donor.
(2) The doctor treating the recipient and the central transplantation coordinator shall have access to data on the health status of the donor if necessary for medical reasons.
(3) The national identification number shall be used when transmitting data on donors and recipients for the purpose of personal data protection and traceability.
(4) The detailed regulation of the national identification number shall be prescribed by the Minister.
Article 30
(Follow-up of living donors and recipients)
The donor centre and the transplant centre shall establish data collections referred to in Articles 41 and 42 of this Act also with the aim to carry out the follow-up of the health status of living donors and to identify, report and manage any serious adverse event potentially relating to the quality and safety of the recipient as well as any serious adverse reaction in the living donor that may result from the donation.
IV. ORGAN AND DATA EXCHANGE
Article 31
(Data exchange)
(1) Slovenija-transplant, the donor centre, transplant centre and the competent authorities or delegated bodies of the Member States shall exchange the information referred to in Articles 20, 33, 34 and 35 of this Act according to the following procedure:
· immediately in writing either electronically or by fax; 
· in a language mutually understood by the sender and the addressee or, in absence thereof, in a mutually agreed language, or, in absence thereof, in English;
· with the indication of the date and time of the transmission of the data, which are recorded and made available upon request;
· including the contact details of the person responsible for the transmission and the following reminder: ‘Contains personal data. To be protected against unauthorised disclosure or access.’.
(2) In case of urgencies, the information can be exchanged in a verbal form, in particular for exchanges pursuant to Articles 33 and 35 of this Act. These verbal contacts must be followed by a transmission in writing.
(3) The competent authorities or delegated bodies of the Member States shall confirm the receipt of the data referred to in the first paragraph of this Article.
(4) The designated personnel in competent authorities or delegated bodies of the Member States shall be available 24 hours a day and 7 days a week, for urgent situations requiring the receipt and submission of data.
Article 32
(Organ exchange with third countries)
(1) If a suitable recipient for an organ cannot be found in the Republic of Slovenia or the European organ exchange organisation with which an agreement has been made, the organ may be offered to a relevant organisation in a Member State or third country with which mutual cooperation in organ exchange has been established.
(2) With the aim of supervision of organ exchange with third countries, Slovenija-transplant may conclude agreements with the competent authorities or delegated bodies of third countries.
(3) The supervision of organ exchange with third countries may be delegated by Slovenija-transplant to the European organ exchange organisation.
(4) Organ exchange, as referred to in the first paragraph of this Article, shall be allowed only where the organs:
· can be traced from the donor to the recipient and vice versa;
· meet the quality and safety requirements laid down in this Act.
Article 33
(Information on organ and donor characterisation in organ exchange)
(1) Prior to organ exchange, Slovenija-transplant shall send to the competent authority or delegated body of the Member State of destination the information on characteristics of the removed organ and donor collected by the donor centre according to Article 20 of this Act. If the Republic of Slovenia is the Member State of destination, Slovenija-transplant shall obtain this information from the competent authority or delegated body of the Member State of origin.
(2) Where some of the information to be transmitted in accordance with the first paragraph of the preceding Article is not available at the time of the initial transmission and becomes available later, it is ensured that such information is transmitted in due time to allow for medical decisions, namely Slovenija-transplant shall submit it to the competent authority or delegated body of the Member State of destination or, if the Republic of Slovenia is the Member State of destination, Slovenija-transplant shall obtain it from the competent authority or delegated body of the Member State of origin. Information may be exchanged directly between the donor centre of the Member State of origin and the transplant centre of the Member State of destination.
Article 34
(Information on organ traceability in organ exchange)
(1) Where the Republic of Slovenia is the Member State of origin, Slovenija-transplant shall inform the competent authority or delegated body of the Member State of destination of:
· the specification of the organ;
· the national donor identification number;
· the date of organ removal;
· the address and contact details of the donor centre;
and obtain from the competent authority or delegated body the information on:
· the national recipient identification number or, if the organ was not transplanted, of its final use;
· the date of organ transplantation;
· the address and the contact details of the transplant centre of the Member State of destination.
(2) Where the Republic of Slovenia is the Member State of destination, Slovenija-transplant shall obtain from the competent authority or delegated body of the Member State of origin information on:
· the specification of the organ;
· the national donor identification number;
· the date of organ removal;
· the address and the contact details of the donor centre of the Member State of destination;
and shall inform the competent authority or delegated body of the Member State of origin of:
· the national recipient identification number or, if the organ was not transplanted, of its final use;
· the date of organ transplantation;
· the address and the contact details of the transplant centre in the Republic of Slovenia. 
Article 35
(Reporting serious adverse events and reactions)
The competent authorities or delegated bodies of the Member States shall establish the following procedure for organ exchange:
66. Whenever Slovenija-transplant is notified of a serious adverse event or reaction that it suspects to be related to an organ that was received from another Member State, it shall immediately inform the competent authority or delegated body of the Member State of origin and transmit to that competent authority or delegated body an initial report containing the following information:
the indication that the Republic of Slovenia is the reporting Member State;
report identification number: country (ISO)/national number;
contact details of Slovenija-transplant: telephone, e-mail and, when available, fax;
reporting centre/organisation;
contact details of the contact person (transplant/donor centre): telephone, e-mail and, when available, fax;
reporting date and time;
Member State of origin;
national donor identification number;
all Member States of destination (if known);
national recipient identification number(s); 
onset date and time of serious adverse event or reaction;
detection date and time of serious adverse event or reaction;
description of serious adverse event or reaction;
immediate measures taken/proposed.
67. Whenever Slovenija-transplant is notified of a serious adverse event or reaction that it suspects to be related to a donor whose organs were also sent to other Member States, it shall immediately inform the competent authorities or delegated bodies of each concerned Member State of destination and transmit them each an initial report containing the information set out in the previous point;
68. when additional information becomes available following the initial report referred to in point 1 of this Article, it shall be transmitted without undue delay;
69. Slovenija-transplant shall, as a rule within three months of the initial report transmitted pursuant to points 1 and 2 of this Article, transmit to the competent authorities or delegated bodies of all Member States of destination or origin, a common final report containing the following information:
the indication that the Republic of Slovenia is the reporting Member State;
report identification number: country (ISO)/national number;
contact details of the reporter: telephone, e-mail and, when available, fax;
reporting date and time;
identification number(s) of initial report(s);
description of case;
Member States concerned;
outcome of the investigation and final conclusions;
preventive and corrective actions taken;
conclusion and follow-up, if required.
Article 36
(European organ exchange organisations)
Slovenija-transplant may conclude an agreement with European organ exchange organisations, provided that such organisations ensure compliance with the requirements laid down in this Act, delegating to those organisations, inter alia:
· the performance of activities provided for under the framework for quality and safety under this Act;
· specific tasks in relation to the exchanges of organs to and from the Republic of Slovenia to and from Member States and third countries.
V. ORGANISATIONAL PROVISIONS
Article 37
(Licence for performing the procurement and transplantation activities)
(1) Procurement and transplantation activities can be carried out by donor centres and transplant centres holding a licence for these activities from the Ministry of Health (hereinafter: the Ministry).
(2) A donor centre may only carry out the activity of procurement and a transplant centre may only carry out the activity of transplantation in the scope and under the conditions specified in this Act and the granted licence.
(3) If an inspection reveals that a donor or transplant centre does not meet the requirements laid down in this Act or the granted licence, the Ministry shall revoke the licence. The Ministry shall inform Slovenija-transplant about the granted and revoked licences.
(4) Conditions relating to personnel, premises, technical and other issues for performing the activity of procurement and transplantation shall be prescribed by the Minister.
Article 38
(Transplant coordinators)
(1) On the proposal of the donor centre and subject to approval of Slovenija-transplant, the Minister shall appoint a person responsible from among the doctors experienced in procurement and transplantation – a hospital transplant coordinator, who shall organise and coordinate work within the donor and transplant centre, provide a liaison with Slovenija-transplant and be responsible for compliance of organ procurement and disposal with the law.
(2) Slovenija-transplant shall select central transplant coordinators from among healthcare and allied professionals to coordinate procedures between donor and transplant centres and the procedures related to organ exchange and disposal, and shall provide for their education and training in the procurement and transplantation activities.
(3) A transplant centre shall appoint a clinical transplant coordinator from among healthcare professionals experienced in procurement and transplantation activities to provide for the organisation of recipient preparation, entry in the transplant waiting list and regular medical examinations of potential and actual recipients.
(4) Detailed tasks of transplant coordinators under this Article shall be prescribed by the Minister.
Article 39
(Slovenija-transplant)
(1) Slovenija-transplant is a public institution, performing tasks laid down in Article 40 herein related to organ procurement and disposal as the competent body at the national level in accordance with its Charter of Foundation.
(2) The founder of Slovenija-transplant is the Republic of Slovenia, while the founder's rights are exercised by the Government of the Republic of Slovenia.
(3) The operations of Slovenija-transplant are funded from the national budget and other sources according to its Charter of Foundation.
Article 40
(The tasks of Slovenija-transplant)
(1) Slovenija-transplant performs the following tasks:
70. providing expert supervision with consulting to donor and transplant centres in relation to establishing and keeping updated a system for quality and safety of organs;
71. appointing authorised persons referred to in the second paragraph of Article 11 of this Act to collect designations from donors during their lifetime;
72. managing the system for reporting serious adverse events and reactions and handling such cases in accordance with the second paragraph of Article 27 of this Act;
73. keeping transplant waiting lists according to Article 18 of this Act;
74. issuing appropriate professional guidance to donor and transplant centres involved in all stages of the chain from donation to transplantation or disposal;
75. supervising organ exchange with other Member States and third countries;
76. establishing and keeping the central register referred to in the first paragraph of Article 43 of this Act;
77. keeping a record of the activities of donor and transplant centres, including aggregated numbers of living and deceased donors, and the types and quantities of organs removed and transplanted, or otherwise disposed of in accordance with this Act and the provisions on the protection of personal data;
78. putting in place a system for assigning and using the national identification number;
79. establishing and managing the collection of data on designated donors specified in the second paragraph of Article 43 of this Act;
80. establishing and managing a record of licences issued to donor and transplant centres and a record of hospital transplant coordinators, central transplant coordinators and clinical transplant coordinator referred to in the fourth paragraph of Article 43 of this Act;
81. coordinating the operations of donor and transplant centres and transplant coordinators;
82. upgrading and maintaining the central information system for the activities of procurement, transplantation and disposal;
83. providing upgrading of the register of unrelated bone marrow donors in cooperation with the Blood Transfusion Centre of Slovenia;
84. participating in researching medical, legal, ethical, economic and social issues of procurement and transplantation;
85. coordinating the activities of procurement, transplantation and disposal among donor and transplant centres, laboratories, organ transport providers, the contracted European organ exchange organisation and the international organ exchange organisations;
86. providing 24-hour availability of central transplant coordinators;
87. informing the public about the importance of donation during lifetime and after death for transplantation into another person;
88. drawing up and publishing an annual report on the organ procurement activities at the national level and reporting to the competent bodies of the European Union or the Member States.
(2) Slovenija-transplant shall implement the tasks referred to in point 1 of the preceding paragraph under public authorisation, supervised by the Ministry.
VI. RECORDS OF PROCUREMENT AND TRANSPLANTATION
Article 41
(Data collection at the donor centre)
(1) To ensure organ procurement and traceability, the donor centre shall keep a collection of data on donors.
(2) The collection referred to in the previous paragraph shall contain data about:
89. donor identification (name, date of birth, residence and social security number or, exceptionally, any data which unambiguously identifies a person, data about the validity of health insurance and the national citizen identification number);
90. the organ and donor characterisation in accordance with Article 20 of this Act;
91. the living donor's consent or revoked consent in accordance with Article 8 of this Act;
92. the donor designation in accordance with Article 11 of this Act;
93. the consent of the Transplant Ethics Committee, if any, and the findings of the committee for the determination of brain death;
94. the interview with the person close to the deceased (name, address, telephone number, relationship with the deceased, content of the interview) in accordance with Articles 12 and 13 of this Act;
95. name, address and telephone number of the personal physician of the deceased donor;
96. removal, preservation and transport of the organ;
97. the transplant centre that carried out the removal;
98. monitoring the health status of a living donor after removal, and the data in direct connection with organ removal;
99. serious adverse events and reaction with the analysis of the cause and consequences;
100. disposal;
101. other health data necessary to ensure organ traceability.
(3) The donor centre shall obtain data on the health status directly from the donor or health service providers who dispose with such data.
(4) The data referred to in this Article shall be kept for 30 years after organ removal.
Article 42
(Data collection at the transplant centre)
(1) To carry out transplantations and ensure organ traceability, the transplant centre shall keep a collection of data on recipients.
(2) The collection referred to in the previous paragraph shall contain data about:
102. recipient identification (name, date of birth, residence and social security number or, exceptionally, any data which unambiguously identifies a person, data about the validity of health insurance and the national citizen identification number);
103. the age, gender, medical and family history and past behaviour in the scope sufficient to apply the criteria for inclusion in the transplant waiting list;
104. inclusion in the transplant waiting list;
105. the results of the physical examination;
106. clinical data, laboratory test results and the results of other tests;
107. consent to transplantation according to Article 17 of this Act;
108. transplanted organs;
109. monitoring the health status of the recipient after transplantation, and the data in direct connection with organ transplantation;
110. disposal;
111. serious adverse events and reactions with the analysis of the cause and consequences.
(3) The data referred to in this Article shall be kept for 30 years after organ transplantation or disposal.
Article 43
(Reporting data to the central register)
(1) The donor and transplant centres shall forward all data about donors and recipients, the organs removed, transplanted and disposed of to Slovenija-transplant, which shall, for the purposes of general coordination of the procurement, transplantation and disposal activities, and for the purposes of coordinating the actual removal and transplantation, keeping of the transplant waiting lists, organ allocation and exchange, ensuring traceability, managing serious adverse events and reactions, supervising the activity of procurement and transplantation and for statistical purposes, establish and manage the central register of:
· donors with the data referred to under Article 41 of this Act;
· recipients with the data referred to in the preceding Article.
(2) Slovenija-transplant shall establish and manage a collection of data on designated donors with data referred to in the third paragraph of Article 11 of this Act for the purpose of removal after the death of the donor.
(3) Slovenija-transplant shall obtain the data referred to in the previous paragraph directly from donors to whom the data refer or from the persons with whom a donor can make a written designation according to Article 11 of this Act.
(4) For the purpose of supervising the implementation of procurement, transplantation and disposal procedures, Slovenija-transplant shall establish and manage a record of the licences issued to donor centres and transplant centres as well as a record of hospital transplant coordinators, central transplant coordinators and clinical transplant coordinator referred to in Article 38 of this Act with the data on identification (name, employer, function), contact details (telephone number and e-mail), the data on professional education and the date of appointment.
(5) The data from the central register referred to in the first paragraph of this Article shall be kept for ten years after death or 100 years after birth of the donor and recipient.
(6) Slovenija-transplant is using only the national identification number for the purposes of internal processing and exchange of personal data on donors and recipients.
VII. SUPERVISION OF THE IMPLEMENTATION OF THE ACT
Article 44
(Supervision)
(1) The inspection of the implementation of this Act shall be carried out by the Health Inspectorate of the Republic of Slovenia, with the exception of the part referring to personal data protection and processing in accordance with the regulations on personal data protection, which shall be inspected by the Information Commissioner.
(2) The Health Inspectorate of the Republic of Slovenia shall regularly inspect the donor and transplant centres' implementation of the organ procurement and disposal activities to verify the compliance with the requirements laid down in this Act.
(3) If the inspection reveals that the requirements laid down in this Act have not been met, the Health Inspectorate of the Republic of Slovenia may:
· order the donor and transplant centres to eliminate the irregularities established during the inspection;
· prohibit the donor and transplant centres to advertise the need for, or availability of, body parts;
· prohibit the donor and transplant centres to carry out the activities in the part where irregularities were found.
Article 45
(Minor offence authority)
(1) Under this Act the minor offence authority is the Health Inspectorate of the Republic of Slovenia.
(2) Minor offence proceedings shall be conducted and decided on by the authority referred to in the preceding paragraph based on the regulations governing that authority's operations within the powers granted under this Act.
VIII. PENAL PROVISIONS
Article 46
(Penal provisions)
(1) A fine of 600 to 6,000 euros shall be imposed on a legal entity for having committed an offence of:
112. acting contrary to the third paragraph of Article 4 of this Act;
113. conducting testing contrary to the conditions laid down in Article 22 of this Act;
114. transporting and preserving organs contrary to the first and second paragraphs of Article 23 of this Act;
115. failing to dispose of organs removed but not transplanted in the manner specified in Article 25 of this Act;
116. failing to ensure traceability in accordance with the first paragraph of Article 26 of this Act;
117. failing to immediately notify Slovenija-transplant about any serious adverse event or reaction in accordance with the first paragraph of Article 27 of this Act;
118. failing to conduct organ procurement procedures in accordance with the third paragraph of Article 28 of this Act;
119. submitting data on donors and recipients contrary to the third paragraph of Article 29 of this Act;
120. failing to carry out the procedure in accordance with points 1, 2 and 3 of Article 35 of this Act;
121. conducting the activity of organ procurement and transplantation contrary to the first and second paragraphs of Article 37 of this Act;
122. failing to report all data on donors and recipients and the organs removed or disposed of to Slovenija-transplant in accordance with the first paragraph of Article 43 of this Act.
(2) A fine of 200 to 2,000 euros shall be imposed on the responsible person of a legal person for having committed an offence referred to in the first paragraph of this Article.
(3) A fine of 200 to 2,000 euros shall be imposed on a natural person for having committed an offence referred to in point 1 of the first paragraph of this Article.
IX. TRANSITIONAL AND FINAL PROVISIONS
Article 47
(Issue of implementing regulations)
(1) The Minister shall issue implementing regulations under this Act in six months of the entry into force of this Act.
(2) Until the entry into force of the implementing regulations referred to in the preceding paragraph, the following regulations shall apply, unless in contravention to this Act:
123. Rules on medical criteria, methodology and procedures for certification of the brain death and on the composition of the commission for the certification of the brain death (Official Gazette of the RS, No. 70/01);
124. Rules establishing notification procedures for deceased persons being potential organ donors of human body parts for transplantation purposes (Official Gazette of the RS, No. 85/01);
125. Rules on the composition, appointment procedures and working methods of the Transplant Ethics Committee (Official Gazette of the RS, No. 30/02);
126. Rules on keeping waiting lists and immunogenetic and medical criteria for the determination of the priority order and the selection of recipients of the human body parts (Official Gazette of the RS, Nos. 70/03 and 121/04);
127. Rules on the method of keeping records on the removed and transplanted human body parts (Official Gazette of the RS, No. 70/03);
128. Rules on the mode of integration with related foreign and international organisations and the exchange of human body parts with other countries (Official Gazette of the RS, No. 70/03);
129. Rules on the mode of operation and conditions for the development of the national programme of treatment with transplantation of hematopoietic stem cells and the mode of operation of the register for unrelated hematopoietic stem cells donors (Official Gazette of the RS, No. 75/03);
130. Rules on personal data protection of the donors and recipients of human body parts for treatment purposes (Official Gazette of the RS, No. 75/03);
131. Rules on the procedures for collection, storage and use of hematopoietic stem cells (Official Gazette of the RS, No. 104/03);
132. Rules on the storage and transport of human body parts for transplantation purposes (Official Gazette of the RS, No. 70/03);
133. Instructions concerning procedures and activities in recruiting donors of human body parts for transplantation purposes (Official Gazette of the RS, No. 131/03).
Article 48
(Amendments to the Act on the Quality and Safety of Human Tissues and Cells, for the Purposes for Medical Treatment)
(1) Point c) of the fourth paragraph of Article 2 of the Act on Quality and Safety of Human Tissues and Cells, for the Purposes for Medical Treatment (Official Gazette of the RS, No. 61/07) shall be amended so as to read:
“c) organs or parts of organs if it is their function to be used for the same purpose as the entire organ in the human body, which is regulated by the Act Governing the Procurement and Transplantation of Human Body Parts for the Purposes of Medical Treatment.”
(2) The acronyms “ZOPDCT” and “ZOPCDT” in the first paragraph of Article 3 shall be replaced with the text “the Act Governing the Procurement and Transplantation of Human Body Parts for the Purposes of Medical Treatment” in the suitable grammatical case.
(3) In point 19 of Article 4, the first paragraph of Article 12, the second paragraph of Article 14, the third paragraph of Article 15 and the seventh indent of the first paragraph of Article 39 the acronym “ZOPDCT” shall be replaced with the text “the Act Governing the Procurement and Transplantation of Human Body Parts for the Purposes of Medical Treatment” in the suitable grammatical case.
Article 49
(Termination of validity)
(1) With the enforcement of this Act, the Removal and Transplantation of Human Body Parts for the Purposes of Medical Treatment Act (Official Gazette of the RS, No. 12/00) shall cease to apply.
(2) With the enforcement of this Act, the Rules on Detailed Conditions for Removal and Transplantation of Human Body Parts for the Purposes of Medical Treatment (Official Gazette of the SRS, Nos. 21/86 and 28/86 – amend.) shall cease to apply.
Article 50
(Licence to perform activity)
(1) The donor centres and the transplant centres already performing the activity of organ procurement and transplantation shall be deemed to have been performing it under this Act.
(2) Notwithstanding the preceding paragraph, the donor centres and the transplant centres shall align the activity of organ procurement and transplantation with the provisions of this Act in six months of the entry into force of this Act.
Article 51
(Entry into force and application)
This Act shall enter into force on the 30th day after its publication in the Official Gazette of the Republic of Slovenia, while the third paragraph of Article 29 and point 8 of the first paragraph of Article 46 of this Act shall apply after six months have passed since the entry into force of this Act.
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