THE REMOVAL AND TRANSPLANTATION OF HUMAN BODY PARTS

FOR THE PURPOSES OF MEDICAL TREATMENT ACT
Zakon o odvzemu in presaditvi delov človeškega telesa zaradi zdravljenja (ZOPDCT)

I. GENERAL PROVISIONS

Article 1

This Act  shall regulate conditions for the removal of body parts (organs and tissues) from a living or dead person (hereinafter: “the donor”) for their transplantation into another person’s body (hereinafter: the “recipient”) for the purposes of medical treatment.

The provisions of this Act shall not cover the removal of blood and blood components, with the exception of the removal of haematopoietic stem cells for allogenic transplantation.

The removal and transplantation of testicles, ovaries and embryos, and the use of sperm and ovarian cells, shall be regulated by a separate act.

Article 2

The removal and transplantation of human body parts for the purposes of medical treatment shall be carried out only in the manner and under the conditions laid down by this Act.

The removal and transplantation of human body parts shall be carried out only when other medical treatment of comparable efficacy is not possible, when it does not entail an unacceptable risk to the living donor or recipient, and when all necessary medical investigations have been carried out in accordance with professional principles so that the safety of the donor and the recipient, as well as the success of the intervention, can be predicted with strong probability.

Article 3

The removal of body parts from a dead person shall be carried out with all due respect for the personal dignity of the deceased and for his relatives.

The removed body parts of a dead person must be used in accordance with the principles of the medical profession. The rule of equal access to this mode of treatment must be observed. If a suitable recipient for an available organ cannot be found in Slovenia, the organ may be offered to a foreign legal entity with which a bilateral cooperation for organ and tissue exchange has been established.

Article 4

No payment or any other property benefit shall be given or accepted for removed human body parts.

This restriction shall not apply to the payment of costs of medical or technical services relevant to removal and transplantation. Compensation of the donor for loss of earnings and to cover any other expenses incurred by the act of donation may be permitted. The donor shall be entitled to free medical treatment after the intervention, and to reasonable compensation for any unexpected severe damage to his health suffered as a direct consequence of organ or tissue removal.

Article 5

Data on the envisaged donor and on the recipient shall be a professional secret. The disclosure of any data whatsoever on the dead donor to the recipient, or the passing of any data on the recipient to the relatives of the dead donor, shall not be permitted.

The recipient’s physician shall have the right of access, for medical purposes only, to medical data on the donor.

Article 6

Transplantation shall be carried out on condition that the recipient has given his consent in writing prior to intervention. Consent shall be an expression of his own free will, made after he has been given a proper explanation of the nature, purpose and course of the intervention, the degree of probability that the intervention will succeed, and the general risks involved.

For a minor who has not yet acquired full business capacity and for an adult who has been deprived of business capacity by a court decision, consent from the preceding paragraph shall be given by his legal representative.

Notwithstanding the consent given by his legal representative, the intervention shall not be carried out if the person from the preceding paragraph explicitly opposes it and is able to understand the meaning of his statement.

II. REMOVAL OF BODY PARTS FROM A LIVING DONOR
Article 7

The removal of body parts from a living donor may be permitted only on condition that the donor has given his consent in writing and that the risk to his health is within acceptable limits according to medical criteria. The risk may not be disproportionate to the benefit the recipient is expected to obtain.

Article 8

As a rule, only restorable tissues shall be removed from the body of a living donor.

Notwithstanding the provision from the preceding paragraph, it shall be possible to remove one kidney or part of the liver of a living donor for transplantation into a person genetically, 

family- or emotionally related to  the donor, provided that provided that an organ from a dead donor is not available within a reasonable period of time and that the organ from the living donor is likely to provide much better possibilities for medical treatment than any other form of substitutional treatment of the end-stage of kidney or liver failure.

The consent of the Ethics Commission for Transplantations shall be required for the removal of a body part according to the preceding paragraph.

Article 9

Body parts shall be removed from a person over 18 years of age on condition that he is capable of making a judgement.

Notwithstanding the provision from the preceding paragraph, it shall be possible to remove restorable tissues from a person below 18 years of age or from an adult who is not capable of making a judgement when transplantation into his brother or sister is question.

The consent of the Ethics Commission for Transplantations shall be required for the removal of a body part according to the preceding paragraph.

Notwithstanding the provisions from the first and second paragraphs of this Article, the collection and storage of haematopoietic stem cells from the umbilical cord separated from a living newborn shall be permitted.

Cells collected in such a manner shall be used for transplantation into any person, whether related to the donor or not.

The procedures of collection, storage and use of haematopoietic stem cells shall be regulated by rules issued by the minister responsible for health (hereinafter: the “Minister”).

Article 10

The donor’s consent must refer to the planned intervention only. Consent must be given in writing and should be an expression of the donor's own free will made after he has been given a proper explanation of the nature, purpose and course of the intervention, the degree of probability that it will succeed, and the general  risks involved. This explanation should not be suggestive in any way. The person involved should be informed of his rights and of the protection ensured by this Act, and in particular of the right to independent consultation about the risks to health from a doctor who is not involved in the removal or transplantation of the organ and is not a personal physician of the recipient.

Only an adult capable of making a judgement may give consent.

Consent may be bound by the condition that the transplantation be carried out into a 

specified person.

The donor may withdraw consent at any time before the beginning of the intervention. 

Article 11

For a minor or adult not capable of making a judgement, consent shall be given by his legal representative.

If a minor has reached the age of 15 and is capable of making a judgement, his consent shall be necessary for the removal of a body part.

A body part may be removed from a minor only when it is impossible to find  a donor who would be able to give his independent consent, and on condition that the recipient's life would be saved by the planned transplantation.

At no time may a body part be removed if the donor opposes it.

III. REMOVAL OF BODY PARTS FROM A DEAD PERSON
Article 12

Body parts may be removed from a dead person to be transplanted into another person after the death of the donor has been established in compliance with medical criteria and the set procedure.

Brain death shall be established by the brain death determination commission.

The decision of the members of the commission shall be independent and unanimous. On establishing death, a record shall be drawn up and signed by all members of the commission.

Doctors involved in the removal or transplantation or who would have any interest whatsoever in them or who would have any connection whatsoever with the procedures shall not be members of the brain death determination commission.

The death of a person after final cardiac standstill shall be ascertained according to common procedure. The doctor who establishes death shall not be involved in removal or transplantation.

The Minister shall issue rules on detailed medical criteria, the method and procedure of establishing brain death, and the structure of the brain death determination commission from the second paragraph of this Article, as well as rules on ascertaining death after final cardiac standsill.

Article 13

Body parts may be removed from a dead person for transplantation purposes on condition that the donor gave his consent in writing prior to his death, and that an official record of consent was made.

The written consent from the preceding paragraph shall be made in the presence of a person authorised by an agency or organisation which has been empowered  to engage in activities for the acquisition of donors of body parts for transplantation. The donor's written consent may be officially registered on his health insurance card, with his consent.

Based on the written consent from the first and second paragraphs of this Article, a body part may be removed from the donor after his death and after prior notification of his next of kin.

Instructions issued by the Minister shall define:

· agencies and organisations from the second paragraph of this Article

· procedures to be followed in giving the donor’s written consent

· methods of making an official record of written consent

· methods of safeguarding data on the donor

· the procedure for the withdrawal of donor consent.

Article 14

The removal of human body parts from a dead person for transplantation purposes shall be permitted if the person is the holder of a special donor card issued by the Red Cross of Slovenia or by any other organisation authorised for that purpose by the Minister.

Based on the donor card from the preceding paragraph, the body part to be transplanted shall be removed from the holder of the card on condition that his next of kin have been informed beforehand of the proposed removal and do not explicitly oppose it.

The Minister shall issue instructions concerning the form of the donor card, the authorities and organisations issuing donor cards, and the procedure which facilitates, on the basis of the donor card, the removal of body parts for transplantation purposes from a dead person.

Article 15

The body parts of a dead person who was a Slovenian citizen, or who had permanent residence in Slovenia, may be removed for transplantation purposes when the dead person did not explicitly give his consent but did not explicitly prohibit it either, unless it proceeds from other circumstances that the person would have opposed the removal. If information on deceased’s standpoint concerning donorship is contradictory, the removal shall not be carried out.

Notwithstanding the provision from the preceding paragraph, the removal of body parts shall not be carried out when a person who was close to the deceased opposes it. When such persons are reachable, one of them should be informed of the planned removal and of their right to reject it. A reasonable period of time should be given to such a person to make a decision.

The body parts of a dead person who was not a citizen or permanent resident of Slovenia may be removed for transplantation purposes on condition that a person close to the deceased gives explicit consent.

Persons close to the dead person shall be: spouse, non-married partner, adult children, parents, brothers, sisters, and persons who were, judging from general circumstances, close to the deceased.

Article 16

Body parts may be removed from an aborted embryo for transplantation purposes on condition that the woman who carried the embryo gives her consent after she has been informed in detail about the purpose of the planned intervention.

Tissues may be removed from an embryo and used after the Medical Ethics Commission at the Ministry of Health has given its consent, and on condition that there are special reasons for it.

The doctor who carries out termination of the pregnancy shall not be involved in removal or transplantation, shall not have any connection whatsoever with the procedures, and shall not have any interest in them whatsoever. The changing of the planned decision, procedures, time or any other circumstances relevant to the termination of pregnancy because of the intended removal shall not be permitted.

Article 17

The body parts of a minor who has not yet acquired full business capacity and of an adult who has been deprived of business capacity by court decision may be removed for transplantation purposes on condition that the person’s legal representative gives his consent.

No consent from a legal representative shall be necessary if the person from the preceding paragraph is over 15 years of age and gave his consent for removal during his lifetime, provided the person was able to understand its meaning.

Article 18

If it proceeds from the circumstances which caused death that a forensic autopsy will be required, removal may be carried out only with the permission of the examining magistrate.

IV. ORGANISATIONAL PROVISIONS

Article 19

The removal, transplantation and preservation of body parts may be carried out only in public health institutions with a relevant permit from the Minister.

Notwithstanding the provision from the preceding paragraph, skin, bones, vessels and corneas may also be transplanted by domestic or foreign legal institutions or physical persons performing a public service in health activities on the grounds of a concession, provided they have the relevant permit from the Minister.

Every removal and transplantation of an organ or tissue shall be reported to the Institute of the Republic of Slovenia for the Transplantation of Organs and Tissues (hereinafter: “Slovenia Transplant”).

The Minister shall nominate the laboratory to carry out tissue-typing and histocompatibility tests for the needs of Slovenia.

The staff, premises, technical and other requirements to be met in order to be granted permission to carry out services from the first and second paragraphs of this Article shall be laid down by the Minister.

Article 20

The Slovenian government shall set up Slovenia Transplant to carry out the following tasks:

· to coordinate professional units functioning in health institutions which collaborate in the procurement of donors, the removal, transplantation and preservation of human body parts, tissue-typing and histocompatibility testing, and the selection of donors and recipients in the territory of Slovenia

· to maintain prescribed records

· to upgrade and maintain a central information system for transplantation activities

· to ensure the building-up of a register of unrelated bone-marrow donors

· to cooperate with related national and transnational systems in the field of transplantation

· to study medical, legal, ethical, economic and social issues in organ removal and transplantation

· to provide information to the public regarding the significance of organ and tissue donation after death for the purposes of transplantation into other person

· to carry out other tasks in compliance with the founding act of the institution.

Resources for the setting-up and functioning of Slovenia Transplant shall be ensured from the national budget.

Article 21

Following a proposal from the health institutions involved in the procurement of donors, the removal, transplantation and preservation of human body parts, and tissue-typing and histocompatibility testing, the Minister shall nominate the person to carry out the tasks of hospital transplant coordinator.

The hospital transplant coordinator shall organise and coordinate work in the health institution, and shall be responsible for its cooperation with Slovenia Transplant.

Article 22

The Minister shall issue implementing regulations on the detailed requirements and procedures for carrying out the removal and transplantation of human body parts, laying down the following in particular:

· the policy on the management of waiting lists, and on the immunogenetic and medical criteria for the selection of recipients

· the procedure of reporting on dead persons considered to be potential donors

· immunogenetic criteria, histocompatibility testing and medical criteria for the selection of the most suitable recipient or donor

· the policy on testing donors for transmittable illnesses

· the policy on the functioning of the register of potential bone-marrow donors

· the policy on the preservation and transport of human body parts intended for transplantation

· the policy on keeping records of removals and transplantations

· the policy on cooperation with related foreign and international organisations, and on the exchange of human body parts with other countries

· the policy on safeguarding donors’ and recipients’ personal data

· the structure of the Ethics Commission for Transplantations, the nomination of its members, and the rules on the Commission’s work

· the policy on the work of transplant coordinators in health institutions

· the conditions for the development of a national programme for bone-marrow transplantation from unrelated donors.  

V. PENAL PROVISIONS

Article 23

A fine of between SIT 500,000 and 5,000,000 shall be levied on a legal entity for the following offences:

1. against Article 16 (1) of this Act, i.e. anyone who removes body parts from a dead aborted embryo for transplantation purposes without the consent of the woman who carried the embryo

2. against Article 16 (2) of this Act, i.e. anyone who removes and uses the tissue of an embryo without the prior consent of the Medical Ethics Commission at the Ministry of Health

3. against Articles 13 (1), 14 (2), 15 (2) and 17 (1) of this Act:

i.e. anyone who removes body parts from a dead person for transplantation purposes without the donor's written consent, or if his next of kin, after having been informed that the deceased was a potential donor, explicitly opposed the removal, or if a person close to the deceased opposed the removal, or if the legal representative of  a minor or adult deprived of business capacity by court decision did not give consent for the removal

4. against Article 19 (1) of this Act, i.e. anyone engaged in activities related to the removal, transplantation or preservation of human body parts without having been granted a special permit by the Minister

5. against Article 19 (2), i.e. anyone engaged in the activity of the transplantation of skin, bones, vessels and corneas without having been granted a special permit by the Minister.

A fine of between SIT 50,000 and 250,000 shall be levied on the responsible person of a legal entity for an offence referred to in points 1, 2, 3 or 4 of the preceding paragraph.

A fine  of between SIT 100,000  and 4,000,000 shall be levied on a physician for an offence referred to in point 4 of the first paragraph of this Article in connection with the performance of independent services. 

A fine of between SIT 50,000 and 2,500,000 shall be levied on a physician for an offence referred to in point 5 of the first paragraph of this Article in connection with the performance of independent services.

IV. TRANSITIONAL AND FINAL PROVISIONS
Article 24

The Minister shall issue implementing regulations according to this Act, and shall set up the Ethics Commission for Transplantation within six months of the entry into force of this Act.

The Slovenian government shall set up the Institute of the Republic of Slovenia for the Transplantation of Organs and Tissues (Slovenia Transplant) within six months of the entry into force of this Act.

Provided they do not contravene this Act, the following implementing regulations shall apply pending the issuing of the regulations from the preceding paragraph of this Article:

· Rules on Detailed Requirements for Carrying Out  the Removal and Transplantation of Body Parts (Official Gazette of the Republic of Slovenia, 21/86) 

· Rules on Precise Medical Criteria and Methods of Determining the Brain Death of a Person from Whom Body Parts May be Removed for Transplantation for the Purposes of Medical Treatment (Official Gazette of the Republic of Slovenia, 74/82).

Article 25

On the day this Act enters in force, the Zakon o odvzemu in presaditvi delov èloveškega telesa v zdravstvene namene (The Removal and Transplantation of Body Parts for the Purposes of Medical Treatment Act, Official Gazette of the Republic of Slovenia,  42/85) shall cease to be valid, and the Zakon o pogojih za izmenjavo in prenos delov èloveškega telesa za presaditev zaradi zdravljenja (The Conditions for the Exchange and Transport of Human Body Parts for Transplantation Act, Official Gazette of the Socialist Federal Republic of Yugoslavia, 43/82 and 18/88, Official Gazette of the Republic of Slovenia,  63/94) shall cease to be applied.

Article 26

A donor card issued by the Red Cross of Slovenia shall be considered to be a special document in terms of Article 14 of this Act until the application of the instructions from Article 14 and after their issuing as well.

Article 27

This Act shall enter into force on the thirtieth day following its publication in the Official Gazette of the Republic of Slovenia.
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