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Republic of Latvia

Cabinet

Regulation No. 78

Adopted 19.02.2002.

Procedures for Operation and Technical Supervision of Medical Devices and Medical Supplies

Issued Pursuant to Section 34 of the Medical Treatment Law

I. General Provisions

1. These Regulations determine procedures for the operation and technical supervision of medical devices and medical supplies.
2. These Regulations shall apply to medical devices and medical supplies (hereinafter — medical devices) which are used:

2.1. for diagnosis, treatment, rehabilitation and prevention of diseases;

2.2. for detecting and monitoring of physiological conditions and the state of health;

2.3. for improvement of health;

2.4. in forensic medical investigation; and

2.5. in biomedical research.

3. There are the following risk factors of medical devices related to the construction or use of medical devices: 

3.1. effect of an electric current;

3.2. radiation

3.3. mechanical hazard;

3.4. thermal exposure;

3.5. erroneous dosing of energy or means of medical treatment;

3.6. danger of explosion and fire risk;

3.7. biological and chemical effect;

3.8. effect of external factors on the medical device; and

3.9. effect of the medical device on the health, life or environment of a patient, staff (related to the operation of the medical device) or third persons.

II. Operational Rules for Medical Devices and Duties of Owners and Holders of Medical Devices
4. There are the following safety groups of medical devices:

4.1. first safety group medical devices, which directly affect the human health, life or environment (Annex);

4.2. second safety group medical devices which operate utilising a source of electrical energy or any other source of power (except for devices which are operated by the power of the human body, gravity or non-renewable autonomous source of electrical energy) and the signals of any type coming from the patient and (or) going to the patient are measured by means of measuring devices which are incorporated in the construction of the device and are graduated in internationally recognised measurement units; and

4.3. third safety group medical devices, which do not belong to the first or second safety group medical devices referred to in Sub-paragraphs 4.1 or 4.2 of these Regulations.

5. Assembly, commencement of operation, performance of servicing, repair, reconstruction and modernisation of first and second safety group medical devices may be performed by the technical staff — persons whose suitability for the performance of the operations referred to has been assessed by competent conformity assessment institutions authorised by the Cabinet. Conformity of the competence of the institutions referred to shall be assessed in accordance with the criteria provided for in the standard LVS EN 45013 “General Criteria for Staff of Certification Institutions”.

6. The Ministry of Welfare in co-operation with the relevant technical committee for standardisation shall recommend to the non-profit-making organisation, State limited liability company Latvijas standarts [Latvian Standard] a list of standards applicable to these Regulations. The non-profit-making organisation, State limited liability company Latvijas standarts shall submit a list of the applicable Latvian national standards (hereinafter — applicable standards) for publication in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia].

7. Assembly, commencement of operation, servicing, repair, reconstruction and modernisation of first and second safety group medical devices shall be performed in accordance with the requirements specified in the applicable standards, but assembling, commencing of operation, servicing, repair, reconstruction and modernisation of third safety group medical devices shall be performed in accordance with the requirements specified in the manufacturer’s technical documentation (documentation which specifies quality parameters, performance, safety, dimensions, requirements in respect of technologies, symbols, examinations, packaging and labelling of the medical device).

8. Health care practitioners who use first and second safety group medical devices for the purposes referred to in Paragraph 2 of these Regulations and may affect the operations of the medical devices or the course of the technological process (hereinafter — staff) may only use such first and second safety group medical devices which meet the requirements specified in regulatory enactments regarding technical supervision and in the applicable standards. A technical supervision report and an opinion of the medical device shall confirm conformity of medical devices to the requirements referred to. Prior to the use of each medical device it shall be ascertained whether in the operation of the device the following conditions have been observed:
8.1. the device has correct construction and assemblage;

8.2. the device has been correctly installed;

8.3. the device has no external visible damage;

8.4. the device shall be used for the intended purpose of its operation;

8.5. technical supervision in conformity with the procedures prescribed by these Regulations has been performed; and

8.6. hygiene requirements have been observed.

9. A first safety group medical device shall be deemed to be operational and its holder is entitled to operate the device if the following conditions are complied with:

9.1. the medical device is installed in accordance with functional and risk factor safety examination requirements;

9.2. there is trained staff; and

9.3. the medical device is registered in the register of first safety group medical devices of the Ministry of Welfare and the registration number thereof has been received.

10. The holder of the medical device shall register first and second group medical devices and draw up a list of the medical devices. The list of the medical devices shall contain the following information in respect of each device:

10.1. the name of the medical device;

10.2. the inventory number of the medical device;

10.3. the name of the manufacturer of the medical device;

10.4. the type and identification number of the medical device;

10.5. the location of the medical device;

10.6. the given name, surname and position of the responsible person; and

10.7. the date of the next technical supervision.

11. The holder of the medical device shall ensure that each first and second safety group medical device is registered in a separate journal, as well as control the completion of the journal. The journal of a medical device shall contain the following information:

11.1. the name and type of the medical device;

11.2. the inventory number of the medical device;

11.3. the identification number of the medical device;

11.4. the given name and surname of the responsible person;

11.5. for the first safety group medical devices — the number of the register of first safety group medical devices of the Ministry of Welfare;

11.6. the date when technical supervision was carried out, the given name, surname of the expert, the name of the supervision performing undertaking and the number of the technical supervision report;

11.7. malfunctions of the device which have occurred to a correctly installed and operated device and the causes of which are damage or external effects (hereinafter — malfunctions), the type thereof and the consequences caused;

11.8. the time when malfunctions were detected, as well as the given name and surname of the person who detected the malfunctions;

11.9. measures taken to rectify malfunctions (the time when the malfunctions were rectified and further operation of the device was permitted, as well as the person who has confirmed this); and

11.10. the date when technical servicing and repair was performed, the name of the undertaking and the given name and surname of the person who performed the work referred to.

12. Copies of the lists of work performed and parts replaced during technical servicing, repairs, modernisation and reconstruction shall be attached to the journal of the medical device.

13. Representatives of the State Labour Inspection, non-profit making organisation, State stock company Veselības statistikas un medicīnas tehnoloģiju aģentūra [Health Statistics and Medical Technology Agency] (hereinafter — Agency) and a competent conformity assessment institution have the right to become acquainted with the instructions for use of medical devices and the journals of medical devices.

14. The holder of a medical device shall ensure training of the staff, as well as raising of the qualifications in order to guarantee safe and effective operation of medical devices.

III. Action in Cases of Malfunction of Medical Devices
15. The owner of a medical device has a duty to notify without delay the manufacturer or his or her authorised representative and the Agency of malfunctions or accidents, which have occurred due to the incorrect operation of medical devices. If due to malfunction of a device harm has been caused or it may harm the health, life, the environment or material values of a patient, staff or third persons, the operation of the medical device shall be suspended until a decision by the Agency is taken.

16. The Agency shall register, evaluate and analyse all cases related to the malfunction of medical devices, as well as create and maintain a relevant database. In order to prevent possible danger to the health, life, the environment or material values of patients, staff or third persons the Agency shall, if necessary, temporarily suspend or restrict the use of all medical devices of the relevant type.

17. The Agency shall notify the European Commission without delay of all cases when it is determined that a correctly installed, maintained and used medical device may harm the health and safety of a patient, staff or other people and until receipt of a decision by the European Commission shall suspend the operation of the medical devices of the relevant type.

IV. Procedures for Technical Supervision of Medical Devices
18. Technical supervision of medical devices shall be the conformity determination of the medical devices, which shall be performed by competent conformity assessment institutions and which shall encompass the following safety examinations of the risk factors of first and second safety group medical devices:

18.1. visual examination;

18.2. examination of safety parameters;

18.3. examination of the operation of the medical device;

18.4. examination of medical control devices and alarm devices; and

18.5. special examinations (examination of parameters specified by the manufacturer).

19. The owner of the medical device shall ensure that the provided for safety examinations of risk factors of the relevant medical device are performed to the extent and within the time limits prescribed by these Regulations, also after each servicing, repair, modernisation or reconstruction of the medical device which may affect the risk factors of the device.

20. A new medical device shall be deemed to be an operational device subsequent to the completion of its assembly, if, in accordance with the requirements specified in the manufacturer’s documentation or regulatory enactments, safety examination of the risk factors prior to commencement of operation is not required. A medical device shall be considered to be an operational device for not longer than one year unless a shorter time limit for the devices of the relevant type is specified in regulatory documents, except for the cases referred to in Paragraph 23 of these Regulations.

21. If a medical device is used together with another device, technical supervision of all risk factors of the combined medical device shall be performed.

22. Technical supervision of first and second safety group medical devices shall be performed by competent conformity assessment institutions. The owner of the medical device or his or her authorised person shall take part in the technical supervision of medical devices in the capacity of an observer.

23. A competent conformity assessment institution, on the basis of the results of the technical supervision, data regarding the age of the medical device, workload and technical state of the medical device or by mutual agreement with the owner, holder of the medical device or their representative is entitled to specify more frequent safety examinations of risk factors for the specific medical device than provided for by these Regulations.

24. Competent conformity assessment institutions have a duty to provide the Agency with the information regarding the results of the technical supervision.

25. If during performance of technical supervision it is determined that the operation of the medical device is safe and the medical device is to be considered an operational device, an examination certificate shall be issued.

26. When performing technical supervision of medical devices, the competent conformity assessment institutions shall draw up a technical supervision report of medical devices in respect of first and second safety group devices.

27. The technical supervision report of the medical device shall specify the following information:

27.1. the undertaking which performed technical supervision (name, address, telephone and fax number, e-mail address);

27.2. the owner or holder of the medical device (name and registration number in the Enterprise Register — for legal persons or given name, surname and personal identity number — for natural persons);

27.3. the permanent location of the medical device (address, identification characteristics of the location);

27.4. name, type, model, year of manufacture, inventory number of the medical device;

27.5. the manufacturer of the medical device (country, firm name, identification number of the medical device);

27.6. the number of the register of first safety group medical devices of the Ministry of Welfare;

27.7. technical supervision results;

27.8. expert opinion;

27.9. date of technical supervision;

27.10. date of the next technical supervision;

27.11. a note regarding the issue of an examination certificate;

27.12. the expert who performed the technical supervision of the medical device (given name, surname, signature and personal seal);

27.13. the responsible person who participated in the technical supervision of the medical device (given name, surname and signature); and

27.14. given name, surname and signature of the person responsible for receipt of the technical supervision report and examination certificate, as well as the date of receipt.

28. The technical supervision report or the annex to the report shall specify:

28.1. the measuring instruments used and the date of calibration thereof;

28.2. other medical devices and supplies with which the relevant medical device is used together;

28.3. detected deficiencies and damages of the medical device; and

28.4. technical safety conditions to be able to operate the device (or why it should not be operated) until rectification of the detected deficiencies.

V. Closing Provisions
29. The technical staff who have a certification issued by the manufacturer or his or her authorised representative regarding the right to carry out assembly, commencement of operation, servicing, repair and modernisation of medical devices to a specified extent shall be allowed to perform the operations referred to, but not longer than until the moment when the Cabinet has authorised the competent conformity assessment institutions referred to in Paragraph 5 of these Regulations. The technical staff shall be allowed to perform technical supervision of second safety group medical devices until 1 January 2004.

30. Paragraph 17 of these Regulations shall come into force on 1 January 2003.

31. These Regulations shall come into force on 1 March 2002.
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Annex

Cabinet Regulation No. 78

19 February 2002

List of First Safety Group Medical Devices

1. Intracardial electrocardiographs and phonocardiographs.

2. Intracardial blood pressure-measuring devices.

3. Magnetic blood flowmeters.

4. Defibrillators.

5. Medical devices for muscle and nerve stimulation (diagnosis and therapy).

6. Medical devices for treatment with electrical shock.

7. High-frequency surgical medical devices.

8. Lithotripsy pulse medical devices.

9. Photocoagulators and laser coagulators.

10. High-pressure syringes.

11. Cryosurgical medical devices (hot part).

12. Infusion pumps.

13. Infusion pumps-syringes.

14. Perfusion pumps.

15. Artificial ventilation medical devices, except for the hand-operated.

16. Medical devices for inhalation narcosis.
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7. Stationary and mobile incubators.

18. Pressure chambers.

19. Dialysis medical devices.

20. Hypothermia medical devices.

21. Artificial blood circulation medical devices.

22. Laser surgical medical devices.

23. Blood filtration medical devices.

24. External pacemakers.

25. Magnetic resonance imagers.

26. Medical diagnostic X-ray devices.

27. High-frequency therapeutic medical devices.

28. Ultrasound diagnostic medical devices.

29. Electrically heated cots.

30. Electronarcosis medical devices.

31. Linear electron accelerators.

32. Isotopic gamma ray sources.

33. Medical autoclaves.

34. Medical therapeutic X-ray devices.

35. Central medical gas systems.
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