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Section 18, Paragraph two of the

Law On Protection of the Body of a Deceased Human 

and Utilisation of Human Tissues and Organs in Medicine

 

I. General Provisions

 

1. These Regulations prescribe the procedures for banking, storage and utilisation of human tissues and organs.

 

2. Human tissues shall be all the constituent parts of the human body formed by cells. Cells shall be individual human cells or a collection of human cells which are not bound by any form of connective tissue.

 

3. A serious adverse reaction shall be an unintended response, including a communicable disease, in the donor or in the recipient associated with the procurement or human application of tissues, cells and organs that is fatal, life-threatening, disabling, incapacitating or which results in, or prolongs, hospitalisation.

 

4. An adverse event shall be any untoward occurrence associated with the procurement, testing, processing, storage and distribution of tissues, cells and organs that may be life-threatening, lead to morbidity, transmission of a communicable disease, incapacity, disability or death or which might result in, or prolong, hospitalisation. 

 

5. It shall be allowed to bank, store and use human tissues, cells and organs for the following purposes:

5.1. for making and utilisation of sterile medical grafts;

5.2. for transplantation;

5.3. for pathological-anatomical examinations;

5.4. for scientific research; and

5.5. for implementation of study programmes in institutions of higher education.

 

6. These Regulations shall not apply to:

6.1. blood and blood components; and

6.2. tissues and cells used as an autologous graft within the same surgical procedure.

 

II. Creation of Establishments for the Procurement and 
Storage of Tissues and Organs

 

7. Donor tissues, cells and organs for transplantation shall be procured, banked and stored in establishments for the procurement and storage of tissues and organs (hereinafter – procurement and storage establishment). The Health Statistics and Medical Technologies State Agency (hereinafter – Agency) shall evaluate the conformity of the procurement and storage establishment for the performance of the referred to activities and the ability to ensure the requirements specified in these Regulations.

 

8. Premises of the procurement and storage establishment where donor tissues and cells are procured shall be suitable in order to ensure the safety of the staff involved in the procurement of donor tissues and cells. Where necessary, the staff shall be provided with the appropriate personal protective equipment.

 

8.1 A written instruction regarding conformity with the hygiene requirements for personnel and the requirements for utilisation of personal protective equipment shall be kept at the procurement and storage establishment.
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9. In procuring tissues and cells, the necessary measures shall be performed in order to ensure the prevention of contaminating tissues and cells and to reduce the risk of contamination as much as possible if it is not possible to sterilise tissues and cells after procurement. Persons who are carriers of a communicable disease are prohibited to participate in the procurement of tissues and cells.

 

10. A medical laboratory accredited with the State agency “Latvian National Accreditation Bureau” pursuant to the requirements specified in the standard LVS EN ISO 15189:2006, Medical Laboratories – Particular Requirements for New Laboratory Tests, or a laboratory of another European Union Member State in respect of which the Ministry of Economics has published a notification in the newspaper “Latvijas Vēstnesis” [the official Gazette of the Government of Latvia], or a medical laboratory which has been assessed and conforms to the mandatory requirements that are specified in the regulatory enactments for medical treatment institutions and structural units thereof, shall perform the laboratory tests provided for in Chapter IX of these Regulations to a donor at the procurement and storage establishment.

 

11. Any devices of the procurement and storage establishment shall be validated, calibrated and maintained pursuant to the intended purpose of use in accordance with the regulatory enactments regarding the procedures for registration, conformity assessment, distribution, operation and technical supervision of medical devices.

 

11.1 Equipment at the procurement and storage establishment shall be maintained, serviced, cleaned and disinfected pursuant to the type and intensity of utilisation thereof, and these activities shall be documented. Results of validation, calibration and technical supervision of medical devices shall be documented.
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12. A precise and quick procedure for the removal of such tissues, cells and organs from a distribution donor and grafts made from them, which might have caused serious adverse effects or adverse events, shall be specified at the procurement and storage establishment.

 

13. The following shall be drawn up and documented for the provision of a quality management system in the procurement and storage establishment:

13.1. the standard operating procedures for the verification of:

13.1.1. the donor’s identity;

13.1.2. receipt of the written consent of the donor;

13.1.3. the assessment of the selection criteria for donors pursuant to Chapter VIII of these Regulations;

13.1.4. the assessment of laboratory tests of the donor pursuant to Chapter IX of these Regulations; and

13.1.5. traceability of the procurement, packaging, labelling and transportation procedures of tissues, cells and organs until the time of utilisation thereof or until performance of laboratory tests of samples (if tissues, cells and organs are distributed and utilised directly – until the time of utilisation thereof at a medical treatment institution) pursuant to Chapters X and XI of these Regulations;

13.2. education and training of the staff, which conforms to the following requirements:

13.2.1. an organisational structure of qualified staff with detailed distribution of duties, powers and responsibilities is established in order to ensure the activities referred to in Paragraph 7 of these Regulations;

13.2.2. the staff is certified in the respective speciality pursuant to the requirements specified in the regulatory enactments regarding procedures for certification of medical practitioners. The manager of the procurement and storage establishment shall, once a year, ensure an evaluation of staff competence;

13.2.3. initial training and improvement of qualification of the staff is ensured for the performance of the activities referred to in Paragraph 7 of these Regulations. The procurement and storage establishment shall document the staff training programme and evaluate staff competence;

13.3. sample forms of a request protocol and a results report.
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13.1 In order to ensure the conformity of the activities of the procurement and storage establishment with the requirements specified in these Regulations, specially trained and competent persons shall, once every two years, perform the quality control of the activities of procurement and storage establishments, the results of which shall be documented. In detecting non-conformity with the requirements specified in these Regulations, deficiencies shall be eliminated without delay, as well as measures shall be taken in order to prevent such deficiencies in the future.
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13.2 Corrective and preventive actions shall be taken without delay and shall be documented. After taking corrective and preventive actions efficiency thereof shall be evaluated.
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III. Monitoring and Control of the Activities of Establishments for the 
Procurement and Storage of Tissues and Organs
 

14. The Agency shall establish, maintain and supplement a register of procurement and storage establishments. Information regarding the operational profile of the establishments shall be included in the register. The Agency shall ensure public availability of the information included in the register.

 

15. In order to ensure the conformity with these Regulations, the Agency regularly, but not less than once every two years shall:

15.1. control the equipment of the procurement and storage establishment, as well as of third parties, which are used in the procurement, banking, storage and utilisation of donor tissues, cells and organs; and

15.2. examine all the records, procedures and activities, which are related to the fulfilment of the requirements referred to in these Regulations at the procurement and storage establishment. 

 

16. The Agency shall organise inspections and take control measures if serious adverse effects or adverse events have been detected or there are suspicions about them, as well as if a justified request of a competent authority of another European Union Member State has been received. By 30 June each year, the Agency shall submit to the European Commission an annual report on notification of serious adverse effects and events, completing Parts A and B of the annual report (Annex 2).
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17. The Agency shall cancel the results of the conformity assessment of the procurement and storage establishment referred to in Paragraph 7 of these Regulations if, in performing an inspection or control, it is detected that the procurement and storage establishment does not ensure the fulfilment of the requirements referred to in these Regulations.

 

18. Each year by 15 February the procurement and storage establishment shall prepare and submit to the Agency a review regarding activities of the preceding year. Information regarding the type and quantity of the procured, tested, preserved, distributed and utilised tissues, cells and organs, as well as the origin and the specific purpose of utilisation of the tissues, cells and organs shall be included in the review. The Agency shall ensure public availability of the information included in the review.

 

19. The procurement and storage establishment shall not make amendments to documents governing activities to be performed and standard operating procedures without the written approval of the Agency.

 

20. The Agency shall, once every three years, prepare and submit to the European Commission a general report on the performed activities related to banking, storage and utilisation of human tissues, cells and organs, as well as regarding inspections and controls at the procurement and storage establishment.

 

IV. Traceability Requirements and Notification regarding 
Serious Adverse Effects and Adverse Events
 

21. The procurement and storage establishment shall ensure that all tissues, cells and organs procured, banked and stored therein would be traceable from the donor to the recipient and from the recipient to the donor regardless of the intended purpose of the use of tissues, cells and organs and regardless of the medical treatment institution to which the respective tissues, cells and organs are transported. Such traceability shall also apply to all the data related to articles and materials which have been in contact with the tissues, cells and organs. In order to ensure donor identification, each procured sample of tissues, cells and organs and graft made from it shall be assigned an identification code.

 

21.1 A traceability system shall include:

21.1 1. identification of the organisation responsible for the utilisation of tissues and cells:

21.1 1.1. identification of the supplying procurement and storage establishment;

21.1 1.2. identification of the clinical or final user;

21.1 1.3. the type of tissues and cells;

21.1 1.4. identification of the product;

21.1 1.5. identification of the recipient;

21.1 1.6. date of utilisation;

21.1 2. information included in the European Coding System:

21.1 2.1. identification of the donation (identification number, identification of the procurement and storage establishment);

21.1 2.2. identification of the product (product code, batch number, period of validity).
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22. The procurement and storage establishment shall label all donor tissues, cells and organs. The following information shall be indicated on the labelling:

22.1. identification code;

22.2. type of tissues, cells or organ;

22.3. the date of procurement (if possible, the time of procurement shall also be indicated);

22.4. substances added (if any);

22.5. indication “For autologous use only” if the tissues, cells or organs are intended for autologous use;

22.6. recipient of the tissues, cells or organ (if it is intended to distribute and utilise donor tissues, cells or organs directly); and

22.7. a hazard warning (for example, infected tissues).

 

23. If it is not possible to indicate all the information referred to in Sub-paragraphs 22.3, 22.4, 22.5, 22.6 and 22.7 of these Regulations on the label, it shall be indicated on a separate page attached to the respective labelling.

 

24. A system shall be introduced in the procurement and storage establishment in order to be able to notify and inform regarding serious adverse effects and adverse events, which may affect the quality and safety of tissues, cells and organs and which may be related to the procurement, testing, processing, storage, distribution and utilisation of tissues, cells and organs (also regarding any serious adverse effects observed during or after utilisation thereof and may be related to the quality and safety of tissues, cells and organs), as well as in order to examine and register such serious adverse effects and adverse events.

 

25. Procedures for ensuring notification of important information to the procurement and storage establishment, which is necessary for the provision of traceability system and the quality and safety control of tissues, cells and organs, shall be introduced in medical treatment institutions where donor tissues, cells and organs are used.

 

26. The responsible person referred to in Paragraph 35 of these Regulations shall ensure notification of the Agency regarding serious adverse effects and adverse events, indicating the causes and outcome thereof.

 

27. If transplantation is necessary in order to provide emergency medical aid and hesitation may endanger the medical result to be achieved, the procurement and storage establishment may distribute and utilise individual donor tissues, cells or organs directly with the permission of the Agency in order to perform transplantation to the recipient without delay.

 

V. Informing a Living Donor and Recipient

 

28. Prior to the procurement of tissues, cells or organs a medical practitioner of the procurement and storage establishment shall inform a donor regarding:

28.1. the purpose and nature of procurement of tissues, cells or organs, the consequences and potential risks of procurement;

28.2. the object of the medical treatment and potential benefits of the procurement of tissues, cells or organs;

28.3. the potential safeguard measures of the donor;

28.4. the form of registration of donor’s data, data protection and observance of confidentiality;

28.5. laboratory tests (if any) and the right to receive the results of such tests in a comprehensible way; and

28.6. the necessity to receive the mandatory consent of the donor prior to the procurement of tissues, cells or organs. 

 

29. A medical practitioner shall provide the information referred to in Paragraph 28 of these Regulations to a donor in an appropriate, clear and readily comprehensible manner. Informing of the donor shall be proved by documentary evidence. 

 

30. Prior to the procurement of tissues, cells or organs a medical practitioner of the procurement and storage establishment shall:

30.1. receive the written consent of the donor;

30.2. verify the identity of the donor on the basis of a personal identification document;

30.3. ascertain that the donor has:

30.3.1. understood the information referred to in Paragraph 28 of these Regulations;

30.3.2. used the opportunity to ask questions and received answers; and

30.3.3. confirmed that all the information provided to him or her is true.

 

VI. Data Storage and Protection

 

31. The procurement and storage establishment shall ensure the anonymity of tissues, cells and organs, the protection and confidentiality of personal data, as well as genetic data. 

 

32. In order to ensure the fulfilment of the requirements referred to in Paragraph 31 of these Regulations the procurement and storage establishment shall:

32.1. organise safety measures in order to prevent unauthorised supplementation, deletion or modification of data in the donor file or in the register of rejected grafts and to ensure safe forwarding of information;

32.2. perform a respective procedure if non-conformity of data is detected; and

32.3. ensure non-disclosure of personal data and concurrently the operation of the traceability system.

 

33. The procurement and storage establishment shall ensure that information regarding the personal data of a donor is not disclosed to the recipient and his or her relatives and information regarding the personal data of a recipient is not disclosed to the donor and his or her relatives. 

 

34. The procurement and storage establishment shall keep information containing the identification data of the donor for at least 30 years after utilisation of the respective tissues, cells or organs. It shall be allowed to store the information electronically.

 

VII. Responsible Person

 

35. The procurement and storage establishment shall appoint a responsible person. The responsible person shall have:

35.1. a diploma of higher education regarding completion of a university study programme in the field of medicine or biology; and

35.2. practical experience of at least two years in the field of banking, storage and utilisation of human tissues, cells and organs.

 

36. The responsible person shall organise measures in order to ensure the fulfilment of the following requirements: 

36.1. any activity involving human tissues, cells and organs takes place in accordance with these Regulations and other regulatory enactments;

36.2. the Agency receives the necessary information in order to perform the conformity assessment procedure in accordance with Paragraph 7 of these Regulations;

36.3. the staff involved in the procurement, packaging, labelling, transportation, storage, distribution and utilisation of tissues, cells and organs is adequately qualified, and training for improvement of qualification is ensured for the staff in due time;

36.4. the requirements referred to in Paragraphs 9, 11, 12, 13, 21, 24, 26 and 33, as well as Chapters V, VII and X are complied with;

36.5. documentation and investigation of errors and accidents is performed in order to identify the problems to be eliminated; and

36.6. the documented system is monitored in order to confirm that tissues and cells conform to the safety and quality requirements for the release and distribution thereof.
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37. The procurement and storage establishment shall notify in writing or electronically the given name and surname of the responsible person to the Agency. If another person temporarily or permanently substitutes the responsible person, the procurement and storage establishment shall notify the given name and surname of the new responsible person and the date, from which the respective responsible person is appointed, to the Agency without delay.

 

VIII. Selection of Tissue and Cell Donors

 

38. The procurement and storage establishment shall create, maintain and supplement a database of tissue and cell donors. The following information shall be included in the database: 

38.1. given name, surname of the donor;

38.2. age;

38.3. gender;

38.4. written confirmation regarding consent to become a tissue and cell donor (for living donors);

38.5. anamnesis  of life and diseases;

38.6. results of health examination;

38.7. blood group and Rh factor;

38.8. results of clinical and laboratory tests;

38.9. autopsy results (for deceased donors); and

38.10. compatibility of the donor to the selected recipient (donors of haematopoietic progenitors).

 

39. In evaluating the compatibility of each potential tissue and cell donor (except donors of reproductive cells) to the purpose of procurement and utilisation of the particular tissues and cells, a medical practitioner of the procurement and storage establishment shall take into account: 

39.1. the information acquired during conversation with the potential donor or a person who has known the donor well (if the donor is deceased) that may be proved by documentary evidence;

39.2. the information acquired during conversation with the family doctor or attending physician of the potential donor that may be proved by documentary evidence;

39.3. data of the medical history of the potential donor: 

39.3.1.anamnesis of life and diseases;

39.3.2. results of the physical, clinical and laboratory tests;

39.4. autopsy results (for deceased donors); and

39.5. the conditions specified in Sections 3 and 4 of the Law On Protection of the Body of a Deceased Human and Utilisation of Human Tissues and Organs in Medicine in relation to the procurement and utilisation of tissues.

 

40. In evaluating the compatibility of each potential tissue and cell donor (except donors of reproductive cells) with the purpose of procurement and utilisation of the particular tissues and cells, medical practitioners of the procurement and storage establishment shall take into account that it is possible to procure tissues and cells by allowing a minimum risk to the health of the donor and other persons (for example, pregnancy, breastfeeding of child, a possibility to transmit inherited diseases (if haematopoietic progenitors are used)), as well as that only tissues with regeneration ability may be taken from a living donor. 

 

41. In evaluating the compatibility of each potential deceased donor of tissues and cells to the purpose of procurement and utilisation of the particular tissues and cells, medical practitioners of the procurement and storage establishment shall take into account the following criteria prohibiting the utilisation of a deceased human as a donor: 

41.1. unknown cause of death (if the cause of death has not been established by an  autopsy after procurement of tissues and cells);

41.2. anamnesis of a disease of unknown aetiology;

41.3. malignant tumours, except primary basal cell carcinoma and carcinoma in situ of the uterine cervix, as well as primary tumours of the central nervous system;

41.4. the risk of transmission of diseases caused by prions: 

41.4.1. diagnosed Creutzfeldt-Jakob disease or variant Creutzfeldt-Jakob disease, as well as in family history – non-iatrogenic Creutzfeldt-Jakob disease;

41.4.2. rapid progressive dementia or degenerative nervous system diseases, as well as illness of unknown aetiology;

41.4.3. preparations containing hormones derived from a human gland (for example, growth hormone) used;

41.4.4. transplantation of cornea, sclera or dura mater has been performed;

41.4.5. neurosurgical operations have been performed, regarding which records in the medical documentation of the potential donor have not been made (there is a possibility that transplantation of dura mater has been performed previously);

41.5. bacterial, viral, fungal or parasitic infections, as well as infected tissues and cells, which are intended to be procured for transplantation;

41.6. the anamnesis confirmed by clinical evidence or laboratory evidence of HIV infection, acute or chronic hepatitis B (except persons with a proven immune status), hepatitis C, as well as HTLV-1 and HTLV-2 viral infection and the risk of transmission of these infections or proofs regarding factors of the risk of transmission of these infections have been detected;

41.7. anamnesis of chronic, systemic auto-immune diseases of the connective tissue system, which affect the quality of the tissues and cells, which are intended to be procured for transplantation;

41.8. the risk of transmission of transmitted diseases (detected during examination of the body of the donor);

41.9. poisoning with chemical substances (lead, mercury, gold, cyanides), which affect the quality of the tissues and cells, which are intended to be procured for transplantation, or health of the recipient;

41.10. recently vaccination, using vaccines containing live attenuated viruses, has been performed; and

41.1. transplantation with xenografts has been recently performed (immunosuppresive agents have been used).

 

42. In assessing the compatibility of each potential deceased tissue and cell donor (child) with the purpose of the procurement and utilisation of the particular tissues and cells, medical practitioners of the procurement and storage establishment shall take into account that a child who is less than 18 months of age and who has been born to a mother with HIV infection, hepatitis B, hepatitis C or HTLV viral infection, or who has been diagnosed with a risk of transmitting such infections and who has been breastfed for at least 12 months cannot be used as donor. It shall be allowed to use the deceased child who has been born to a mother with HIV infection, hepatitis B, hepatitis C or HTLV viral infection or who has been diagnosed with a risk of transmitting such infections and who has not been breastfed for at least 12 months as a donor if it is detected during clinical and laboratory tests that the child does not have HIV infection, hepatitis B, hepatitis C or HTLV viral infection.

 

43. The criteria referred to in Sub-paragraph 41.3 of these Regulations shall not be applied to deceased cornea donors, except for donors who have been diagnosed with retinoblastoma, haematological malignancy or malignant tumours of the front part of the eye.

 

IX. Laboratory Testing of Tissue and Cell Donors

 

44. Prior to the procurement of tissues and cells the potential tissue and cell donor (except a donor of reproductive cells) shall be tested in a laboratory, whether the donor does not have:

44.1. HIV ½ antibodies (anti-HIV ½);

44.2. HBV marker (HBsAg, anti-HBc);

44.3. C hepatitis virus antibodies (anti HCV Ab); or

44.4. antibodies to syphilis agents (positive specific test, active syphilis).

 

45. Prior to the procurement of tissues or cells a potential donor of reproductive cells whose reproductive cells are intended to be used to his or her sexual partner the laboratory tests referred to in Sub-paragraphs 44.1, 44.2 and 44.3 of these Regulations shall be performed. If it is intended to use reproductive cells of the potential donor to a person who is not his or her sexual partner, additionally the laboratory test referred to in Sub-paragraph 44.4 of these Regulations shall be performed to the donor, as well as it shall be tested whether there are no chlamydia in the urine of the donor, using the nucleic acid amplification test.

 

46. The requirements referred to in Paragraph 45 of these Regulations shall not be applied to a donor of reproductive cells if it is intended to use the reproductive cells for his or her sexual partner and they are not intended for storage.

 

47. In addition to the laboratory tests referred to in Paragraph 44 of these Regulations it shall be determined for a donor who has resided in regions with high morbidity with HTLV-1 viral infection or whose parents or the sexual partner has resided in such regions whether the donor does not have HTVL-1 virus antibodies (anti-HTLV-1).

 

48. Depending on the purpose of the procurement and utilisation of the particular tissues and cells and on the anamnesis of the life and diseases of a donor, Rhesus factor (Rh) and the human leukocyte antigen, as well as whether the donor does not have malaria, cytomegaloviral infection, toxoplasmosis, Epstein-Bar viral infection or trypanosomiasis may be determined in addition to the laboratory tests referred to in Paragraph 44 of these Regulations. 

 

49. It shall also be allowed to procure and utilise tissues and cells for autologous transplantation in cases if a donor has been detected with the antibodies or markers referred to in Paragraph 44 of these Regulations, ensuring storage of the procured tissues and cells separately form other grafts. The referred to shall also apply to a donor of reproductive cells whose reproductive cells are intended to be used for his or her sexual partner.

 

50. A donor who has been diagnosed with bacterial septicaemia shall be allowed to become a corneal donor if the cornea graft is stored in the culture of tissues so that it would be possible to detect bacterial tissue infection.

 

51. If a donor is detected with the anti-HBc antibodies referred to in Sub-paragraph 44.2 of these Regulations, however, the antigen HBsAg is not detected, the compatibility of the donor to the purpose of procurement and utilisation of the particular tissues and cells shall be assessed, specifying the risk of transmission of hepatitis B virus.

 

52. The laboratory tests referred to in Paragraph 44 of these Regulations shall be performed to the potential tissue and cell donor, using blood serum or plasma of the donor. It is prohibited to use other biological liquids (aqueous or vitreous humour) of the donor for the performance of the referred to tests unless clinical utilisation of the test validated for such liquid has not been specifically justified. 

 

53. Blood of a living tissue and cell donor (except a donor of reproductive cells, a bone marrow stem-cell and peripheral blood stem-cell donor) for the laboratory tests referred to in Paragraph 44 of these Regulations shall be taken during the procurement of tissues and cells, but where it is not possible – not later than seven days after the procurement of tissues and cells.

 

54. If a new-born infant is a tissue and cell donor, the laboratory tests referred to in Paragraph 44 of these Regulations shall be performed to the mother of the donor.

 

55. If long-term storage is intended for tissues and cells of a living donor, the laboratory tests referred to in Paragraph 44 of these Regulations shall be performed repeatedly after 180 days from the procurement of the tissues and cells. In such case the blood of the donor shall be taken for primary laboratory tests not sooner than 30 days before the procurement of tissues and cells or during procurement of tissues and cells, or not later than seven days before the procurement of tissues and cells.

 

56. The requirements referred to in Paragraph 55 of these Regulations shall not be applied:

56.1. to a living tissue and cell donor, except a donor of reproductive cells whose reproductive cells are intended to be used for his or her sexual partner, and a bone marrow stem-cell and peripheral blood stem-cell donor who has been performed the additional laboratory tests, using nucleic acid amplification test, in order to determine whether the donor does not have an HIV, HBV and HCV marker; or

56.2. if inactivation of the HIV virus, hepatitis B virus and hepatitis C virus has been performed during treatment of tissues and cells.

 

57. Blood of a bone marrow stem-cell and peripheral blood stem-cell donor for the laboratory tests referred to in Paragraph 44 of these Regulations shall be taken 30 days before the procurement of tissues and cells.

 

58. Blood of a donor of reproductive cells for the laboratory tests referred to in Paragraph 44 of these Regulations shall be taken during the procurement of tissues and cells.

 

59. Blood of a potential deceased donor for the laboratory tests referred to in Paragraph 44 of these Regulations shall be taken directly before death, but if that is not possible – not more than 24 hours after death.

 

60. If a deceased tissue and cell donor has lost a significant amount of blood before death and he or she has been transfused blood or blood products or medicinal products have been infused for ensuring blood circulation, the blood may be invalid for the laboratory tests referred to in Paragraph 44 of these Regulations due to hemodilution. In such case the level of hemodilution of blood shall be evaluated prior to death (if blood has been transfused and blood products have been infused 48 hours before the taking of a blood sample or medicinal products for ensuring blood circulation have been infused one hour before the taking of a blood sample) and after death (if blood has been transfused and blood products have been infused 48 hours before death or medicinal products for ensuring blood circulation have been infused one hour before death). If the level of hemodilution of blood exceeds 50%, it shall be allowed to take blood for the laboratory tests referred to in Paragraph 44 of these Regulations if appropriate methods of laboratory testing are used or a blood sample, which was taken before the blood transfusion or infusion of blood products or medicinal products provided for ensuring blood circulation, is available.

 

X. Procurement of Tissues and Cells

 

61. The responsible medical practitioner shall draw up a deed regarding the procurement of tissues and cells (hereinafter – deed). The deed shall contain the following information:

61.1. name and address of the recipient of the procured tissues and cells;

61.2. given name, surname and identification code of the donor (the person who assigned the identification code shall be indicated);

61.3. a description and the identification code of the procured tissues and cells (including samples for testing);

61.4. given name, surname and signature of the medical practitioner responsible for the procurement of tissues and cells;

61.5. date, starting and end time of the procurement of tissues and cells;

61.6. place of procurement of tissues and cells and description thereof;

61.7. standard operating procedures used in the procurement of tissues and cells;

61.8. adverse reactions or adverse events, which are related to the procurement of tissues and cells (if any);

61.9. substances and reagents added (if such were used); and

61.10. if the requirements specified in the Law On Protection of the Body of a Deceased Human and Utilisation of Human Tissues and Organs in Medicine have been observed in procuring tissues. 

 

62. If tissues and cells have been procured from a deceased donor, the following information shall be indicated in the deed in addition to the information referred to in Paragraph 61 of these Regulations:

62.1. the date and time when death of the donor occurred;

62.2. the time from the time of death of the donor and procurement of cells; and

62.3. the storage conditions of the body of the deceased donor (the starting and end time of refrigeration).

 

63. If reproductive cells (sperm) of a donor of reproductive cells have been procured at home, the information referred to in Sub-paragraphs 61.1 and 61.2 of these Regulations and if possible – the information referred to in Sub-paragraph 61.5 of these Regulations shall be indicated in the deed.

64. The information referred to in Paragraphs 61 and 62 of these Regulations shall be true, clearly legible, without corrections and complete. 

 

65. The appearance of the body of a deceased tissue and cell donor shall be reconstructed pursuant to the original appearance after procurement of tissues and cells. 

 

XI. Transportation of Tissues and Cells

 

66. Tissues and cells shall be transported in containers appropriate for the carrying of biological materials. The safety and quality of the tissues and cells within the containers shall be ensured therein (temperature mode, any possibility of infecting tissues and cells shall be prevented).

 

67. If tissues and cells are transported by third parties, the shipping container shall be labelled. The following information shall be indicated in the labelling:

67.1. address, telephone number and contact person of the consignor and recipient of the tissues and cells;

67.2. the date and time of the start of transportation;

67.3. conditions of transport and storage (indication: “Do not irradiate”, “Do not freeze”, “Handle with care”);

67.4. indication “For autologous use only” if tissues and cells provided for autologous use are transported;

67.5. a hazard warning (for example, infected tissues); and

67.6. indication “Tissues and cells”.

 

XII. Banking and Storage of Tissues and Cells

 

68. After receipt of tissues and cells the procurement and storage establishment shall examine whether the tissues and cells are procured, labelled and transported pursuant to the requirements specified in these Regulations.

 

69. The tissues and cells, which do not conform to the requirements specified in these Regulations and for which results of the laboratory tests specified in these Regulations regarding the donor have not been received, shall be stored separately from other tissues and cells. It is prohibited to use such tissues and cells until the fulfilment of the requirements specified in these Regulations.

 

70. The procurement and storage establishment shall create, maintain and supplement a database of the received tissues and cells. The database shall include the following information:

70.1. the purpose of use of tissues and cells (therapeutic, scientific);

70.2. a written certification to the consent of the donor to use the tissues and cells for a specific purpose;

70.3. the place and conditions of procurement of tissues and cells;

70.4. the life and disease anamnesis of the tissue and cell donor;

70.5. the results of clinical and laboratory tests, including the results of an autopsy and the cause of death (for deceased donors);

70.6. the assessment of the donor pursuant to the selection criteria specified in these Regulations;

70.7. data regarding intolerance of medicinal products (if cell cultures are intended for autologous use); and

70.8. an indication regarding destruction of tissues and cells (if they are not used according to the purpose, for which the consent of the donor was received).

 

71. If it is intended to use reproductive cells to the sexual partner of a donor, the information referred to in Sub-paragraphs 70.1, 70.2, 70.3 and 70.8 of these Regulations, as well as the information regarding the sexual partner of the donor shall be included in the tissue and cell database.

 

XIII. Procurement and Utilisation of Organs

 

72. In order to procure organs of donors for transplantation, the procurement and storage establishment shall form specialised teams. A team shall consist of two physicians (one of them – a certified transplantologist), a co-ordinator of transplantation and a nurse.

 

73. The specialised team shall transfer the organs of a donor intended for transplantation to the procurement and storage establishment and draw up a deed regarding the procurement and transfer of human organs for transplantation (Annex 5). The deed shall be drawn up in two copies. One copy shall be appended to the medical documentation (medical history) of the donor and stored at the procurement and storage establishment and the other – at the medical treatment institution where the donor organs were procured.

[4 August 2008]
 

74. The procurement and storage establishment shall transfer the unused organs of a donor in a transplantation for morphological examination and shall draw up a deed regarding the non-utilisation of the organs of a deceased human for transplantation (Annex 6). The deed shall be stored at the tissue and cell establishment.

[4 August 2008]
 

XIV. Utilisation of Tissues and Cells for Scientific Research and 
Implementation of Study Programmes

 

75. If it is intended to use a body (an aggregate of tissues and organs) of a deceased human for scientific research and implementation of study programmes in institutions of higher education, the institutions of higher education shall store the tissues and organs in specific dampening cabinets of a laboratory on the basis of a deed regarding transfer of the body, tissues and organs of a deceased human (Annex 7). The deed shall be drawn up in two copies. One copy shall be stored at the institution which has transferred the body or tissues and organs of a deceased human and the other – at the institution of higher education.

[4 August 2008]
 

76. A body or tissues and organs of a deceased human shall be used pursuant to the plans of scientific research and the study programmes.  The body, tissues and organs used in the study process shall be cremated or buried.

 

XV. Closing Provisions

 

77. Cabinet Regulation No. 398 of 15 July 2003, Procedures for Banking, Storage and Utilisation of Human Tissues and Organs (Latvijas Vēstnesis, 2003, No. 106; 2005, No. 65) is repealed.

 

78. The Agency shall submit the general report referred to in Paragraph 20 of these Regulations regarding the preceding period to the European Commission for the first time by 7 April 2009.

 

79. Sub-paragraph 21.1 2 of these Regulations shall come into force on 1 September 2008.

[4 August 2008]
 

80. Paragraphs 7.1, 9.1, Sub-paragraphs 15.2, 21.1 1, Paragraphs 25.1, 26 and 66 shall come into force on 1 January 2009.

[4 August 2008]
 

Informative Reference to European Union Directives

[4 August 2008]
 

These Regulations contain legal norms arising from:

1) 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;

2) Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards certain technical requirements for the donation, procurement and testing of human tissues and cells; and

3) Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards traceability requirements, notification of serious adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells.

 

 

Acting for the Prime Minister –

Minister for Defence 



A. Slakteris

 

Minister for Health 



V. Veldre

[4 August 2008]
Annex 1

Cabinet Regulation

No. 208

27 March 2007

 

Indicators of Bacteriological Investigation1
 

	Class
	Air sample (CFU/m3)
	Plate, the diameter of which is 90 mm (CFU/< 4h)
	Contact plate, the diameter of which is 55 mm (CFU on the plate)
	Imprint from a glove (CFU on a glove)

	A
	< 1
	< 1
	< 1
	< 1

	D
	200
	100
	50
	–


 

Notes:

1. 1 Average values. 

2. 2 Colony-forming units.

[4 August 2008]
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Cabinet Regulation

No. 208

27 March 2007

 

Annual Notification

Part A

Annual Notification of Serious Adverse Reactions

	1. Reporting country (specify the name of the country)
	_______________________________________________

	2. Reporting date
	1 January – 31 December __________

	 
	(year)

	3. Number of serious adverse reaction(s) per type of tissue and cell (or product in contact with the tissues and cells):


	No.
	Type of tissue/cell (or product in contact with the tissues and cells)
	Number of serious adverse reaction(s)
	Total number of tissues/cells of this type distributed (if available)

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Total
	 
	 


	4. Total number of tissues and cells distributed (including the type of tissue and cell for which no serious adverse reactions were reported)
	_____________________

	 

5. Number of recipients affected (total number of recipients)
	_____________________

	 

	Nature of the serious adverse reactions reported
	Total number of serious adverse reaction(s)

	Transmitted bacterial infection
	 

	Transmitted viral infection
	HBV
	 

	
	HCV
	 

	
	HIV – 1/2
	 

	
	Other (Specify) ________
	 

	Transmitted parasitical infection
	Malaria
	 

	
	Other (Specify) ________
	 

	Transmitted malignant diseases
	 

	Other cases of disease transmission
	 

	Other serious adverse reactions (Specify) ___________________
	 


Part B

Annual Notification of Serious Adverse Events

6. Reporting country (specify the name of the country) ____________________________

	7. Reporting date
	
	1 January – 31 December
	

	
	
	
	(year)


8. Total number of tissues and cells processed ___________________________________

	Total number of serious adverse events, which may have affected the quality and safety of tissues and cells due to a deviation in:
	Specification

	
	Tissues and cell defects

(specify)
	Equipment failure

(specify)
	Human error

(specify)
	Other

(specify)


	Procurement
	
	
	
	

	Testing
	
	
	
	

	Transport
	
	
	
	

	Processing
	
	
	
	

	Storage
	
	
	
	

	Distribution
	
	
	
	

	Materials
	
	
	
	

	Others (specify)
	
	
	
	


[4 August 2008]
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No. 208

27 March 2007

Notification of Serious Adverse Reactions

Part A

Rapid Notification for Suspected Serious Adverse Reactions

	1. Tissue establishment
	_______________________________________________

	2. Report identification
	____________________________________________________

	3. Reporting date (year/month/date)
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	4. Individual affected (mark the appropriate response)
	 

	4.1. recipient
	 [image: image9.png]




	4.2. donor
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	5. Date and place of procurement or human application (year/month/day)
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	_________________

	6. Unique Donation identification number
	 

	7. Date of the suspected serious adverse reaction (year/month/day)
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	8. Type of tissues and cells involved in the suspected serious adverse reaction (specify)

	 

	 

	9. Type of suspected serious adverse reaction(s) (specify)

	 

	 


Part B

Conclusions of Serious Adverse Reaction Investigation

	10. Tissue establishment
	 

	11. Report identification
	 

	12. Confirmation date (year/month/date)
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	13. Date of the serious adverse reaction (year/month/date)
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	14. Unique Donation identification number
	 

	15. Confirmation of the serious adverse reaction (mark the appropriate response)
	 

	15.1. Yes
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	15.2. No
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	16. Change of type of serious adverse reaction (mark the appropriate response)
	 

	16.1. Yes
	[image: image45.png]




	16.2. No
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	17. If a positive answer is provided in Paragraph 16, specify
	 

	18. Clinical outcome (if known) (mark the appropriate response)
	 

	18.1. complete recovery
	[image: image47.png]




	18.2. minor sequelae
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	18.3. serious sequelae
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	18.4. death
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	19. Outcome of the investigation and final conclusions _________________________________________

	 

	20. Recommendations for preventive and corrective actions _________________________________________


 

[4 August 2008]
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Notification of Serious Adverse Events

Part A

Rapid Notification of Suspected Serious Adverse Events

	1. Tissue establishment
	 

	2. Report identification
	 

	3. Reporting date (year/month/date)
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	4. Date of the serious adverse event (year/month/date)
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	5. Information regarding the serious adverse event
	 

	 

	Serious adverse event, which may have affected quality and safety of tissues and cells due to a deviation in:
	Specification

	
	Tissue and cells defects
	Equipment failure
	Human error
	Other (specify)

	Procurement
	 
	 
	 
	 

	Testing
	 
	 
	 
	 

	Transport
	 
	 
	 
	 

	Processing
	 
	 
	 
	 

	Storage
	 
	 
	 
	 

	Distribution
	 
	 
	 
	 

	Materials
	 
	 
	 
	 

	Others (specify)
	 
	 
	 
	 

	 
	 
	 


Part B

Conclusions of a Serious Adverse Event Investigation

	6. Tissue establishment
	_______________________________________________

	7. Report identification
	__________________________________________________

	8. Confirmation date (year/month/date)
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	9. Date of the serious adverse event (year/month/date)
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	10. Initial cause analysis ____________________________________________

	__________________________________________________________________________

	11. Corrective actions taken _________________________________________________

	_________________________________________________________________________
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Deed regarding the Procurement and Transfer of Human Organs for Transplantation

 

	 1. Name of the medical treatment institution
	 

	 2. Donor
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	 (given name, surname and personal identity number)

	 3. Number of the inpatient medical card
	 

	 4. Establishment of biological or brain death on ___ _____________ 20___ at ___:____

	 5. Blood group of donor
	 

	 6. Permission of the donor [image: image94.png]



No written information from the relatives of the donor regarding prohibition [image: image95.png]




	 7. Transplantologist who performed the surgery
	 

	 
	(given name, surname)

	 

	(name of the medical treatment institution)

	 8. Surgical method
	 

	 
	(description of the surgery)

	 

	 

	 9. The following organs were extracted
	 

	 

	 

	10. Time of extraction of the organs
	___ ___________ 20___

	 
	began at ___:____ ended at ___:____


	11. Anaesthetist reanimatologist in whose presence the organs were extracted
	 

	 
	(given name, surname)

	12. Co-ordinator of transplantation to whom the organs intended for transplantation were transferred
	 

	 
	(signature and full name)

	 13. Transplantologist
	 

	 
	(signature and full name)

	 14. Anaesthetist reanimatologist
	 

	 
	(signature and full name)

	 15. Date ___ ______________ _____ _________________


Note. The deed shall be drawn up in two copies.

[4 August 2008]
Annex 6

Cabinet Regulation

No. 208

27 March 2007

 

Deed regarding the Non-utilisation of Human Organs for Transplantation

	1. Name of the establishment for the procurement and storage of tissues and organs
	 

	2. Donor code
	 

	3. Number of the inpatient medical card
	 

	4. Blood group of the donor
	 


5. Organs of the donor extracted on ___ ______________ 20_____ at ___:____

	6. Organs of the donor extracted in the presence of an anaesthetist reanimatologist
	 

	
	(given name, surname)

	7. Surgical method
	 

	8. The following organs were extracted
	 

	 

	 

	9. Reasons for non-utilisation of a graft
	 

	 

	 

	10. Responsible transplantologist
	 

	 
	(signature, stamp)

	11. Manager of the procurement and storage establishment
	 

	 
	(signature, stamp)


[4 August 2008]
Annex 7

Cabinet Regulation

No. 208

27 March 2007

 

Deed regarding the Transfer of Body, Tissues or Organs of a Deceased Human to an Institution of Higher Education

 

	1. Name of the institution, which is transferring the body, tissues or organs of a deceased human

	 

	2. Sequence number of the body of a deceased human in the database
	 

	3. Body, tissues or organs are being transferred to
	 

	 
	(name of the institution of higher education)

	in accordance with Section _____ of the Law On Protection of the Body of a Deceased Human and Utilisation of Human Tissues and Organs in Medicine
	 

	4. Time of transfer of the body, tissues or organs
	 
	 


___ ________________ 20____ at ___:___

	5. Notes
	 

	 

	6. Representative of the institution, which is transferring the  body, tissues or organs of a deceased human

 

	(signature and full name)


Place for a seal

	7. Representative of the institution of higher education
	 

	 
	(signature and full name)


 

Note. The deed shall be drawn up in two copies.

Translation © 2009 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)
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