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Issued pursuant to

Section 4, Paragraph one of the Medical Treatment Law

[21 March 2006]

I. General Provisions
1. These Regulations prescribe the procedures for the reimbursement of expenses towards the purchase of medicinal products and medical devices for ambulatory care (hereinafter — the procedures for reimbursement).

2. The procedures for reimbursement are a set of measures, which provides a patient with the possibility to purchase medicinal products and medical devices, the expenses towards the purchase of which shall be covered by the funds of the State budget for the current year granted for the reimbursement of expenses towards the purchase of medicinal products (hereinafter – the funds granted for reimbursement of expenses towards the purchase of medicinal products) in accordance with these Regulations.

II. Basic Principles of the Procedures of Reimbursement 
3. Taking into account the nature and level of seriousness of a disease, expenses towards the purchase of medicinal products shall be reimbursed for patients who have been diagnosed with one of the diseases referred to in Annex 1 of these Regulations, and it is necessary to use the medicinal products or medical devices included on the list of reimbursable medicinal products. The respective expenses towards the purchase of medicinal products shall be reimbursed, applying the following reimbursement categories:

3.1. Category I — reimbursement in the amount of 100% where it is not possible to maintain the patient’s vital functions by the treatment of the relevant disease without the use of the respective medicinal products;

3.2. Category II — reimbursement in the amount of 90% where it is difficult to maintain the patient’s vital functions by the treatment of the relevant disease without the use of the respective medicinal products;

3.3. Category III — reimbursement in the amount of 75% where it is not possible to maintain the patient’s health at the former state by the treatment of the relevant disease without the use of the respective medicinal products; and

3.4. Category IV — reimbursement in the amount of 50% where the medical treatment of the relevant disease by the respective medicinal products is necessary in order to improve the patient’s state of health.

4. The Medicine Pricing and Reimbursement State Agency shall include on and exclude from the list of reimbursable medicinal products (the specially given names of medicinal products or the common names of medicinal products together with the sales trademark or the name of the manufacturer) medicinal products and medical devices, it shall create and maintain a list of reimbursable medicinal products, as well as develop recommendations of rational pharmaco-therapy for diseases referred to in Annex 1 of these Regulations within the scope of the reimbursement system.

5. The list of reimbursable medicinal products shall consist of two parts – List A and List B. The lists shall be drawn up according to the following principles:

5.1. List A shall include the given names of mutually replaceable medicinal products within the scope of the common name of the medicinal products, the pharmaco-therapeutic group of the medicinal products or diagnosis and given names of mutually replaceable medical devices in accordance with the criteria referred to in Paragraph 27 of these Regulations; and

5.2. List B shall include the given names of such medicinal products and medical devices, which do not have mutually replaceable medicinal products or medical devices on the list.

6. Medicinal products that are to be included on the list of reimbursable medicinal products shall:

6.1. be included on the list of medicinal products registered in the Republic of Latvia or registered with the European Medicines Agency under a centralised registration procedure of medicinal products, or parallel imported in accordance with the regulatory enactments regarding the importation and distribution of medicinal products, or there shall be a permit to import and distribute the medicinal products in the territory of the Republic of Latvia in accordance with Section 10, Paragraph seven of the Pharmacy Law;

6.2. be classified as medicinal products subject to medical prescription in accordance with the regulatory enactments on the classification of medicinal products;

6.3. have a registered indication that complies with the diseases referred to in Annex 1 of these Regulations; and

6.4. have a pharmacy price determined for a specified period of time or a price, which is the lowest pharmacy price of the medicinal products within the scope of a mutually replaceable group (hereinafter – the reference price), which is approved by the Medicine Pricing and Reimbursement State Agency, on the basis of the sales price of the wholesale trade of the medicinal products offered by the holder (owner) of the registration certificate of the medicinal products or medical devices, the authorised representative thereof or the wholesale trader of medicinal products or medical devices or the authorised representative thereof (hereinafter – the basic reimbursement price), for which the medicinal products are sold to a pharmacy.

7. Medical devices that are to be included on the list of reimbursable medicinal products shall:

7.1. be registered with the Health Statistics and Medical Technologies State Agency;

7.2. have the pharmacy or reference price specified for a definite period of time, which is approved by the Medicine Pricing and Reimbursement State Agency on the basis of the basic reimbursement price.

8. The reimbursement in the amount of 100% shall be applied towards the purchase of glycaemia test strips for pregnant women and children, as well as for the purchase of medical devices for stoma care. The reimbursement in the amount of 50% shall be applied towards the purchase of other medical devices included on the list of reimbursable medicinal products (regardless of the amount of the reimbursement to be applied for the respective diagnosis).

9. Homeopathic medicinal products shall not be included on the list of reimbursable medicinal products.

III. Basic Principles for Inclusion of Medicinal Products and Medical Devices on the List of Reimbursable Medicinal Products
10. In order to evaluate inclusion of medicinal products and medical devices on the list of reimbursable medicinal products, the holder (owner) of the registration certificate of the medicinal products or medical devices, the authorised representative thereof, the wholesaler of the medicinal products or medical devices, the authorised representative thereof (hereinafter — an applicant) shall submit a written application to the Medicine Pricing and Reimbursement State Agency.

11. An applicant shall be responsible for the veracity of the information included in the documentation attached to the application. The applicant is not entitled to amend the information referred to in the application upon his or her own initiative after the registration of the application with the Medicine Pricing and Reimbursement State Agency. The applicant has the right to submit supplementary information. If after the receipt of such information it is necessary to perform a repeated examination of the registered application, the Medicine Pricing and Reimbursement State Agency has the right to request that the applicant submits a new application.
12. Where a medicinal product has been included on the list of medicinal products registered in the Republic of Latvia or has been registered with the European Medicines Agency under a centralised registration procedure of medicinal products, or where a medical device has been registered with the Health Statistics and Medical Technology State Agency, the applicant shall attach the following documents and information to the application:

12.1. a patent or specific supplementary protection certificate with the term of validity specified therein;

12.2. for medical devices – a description of the medical device in the Latvian language;

12.3. for original medicinal products – a summary of the clinical research and the copies of publications approved by the applicant, indicating a reference to a source that proves the advantages of such medicinal products in comparison to other alternative therapy available in Latvia;

12.4. the sales price of the manufacturer of the medicinal products or medical devices in the relevant state of manufacture and in the currency of the European Union Member States and in lats in accordance with the currency exchange rate specified by the Bank of Latvia on the day when the application is submitted;

12.5. the calculation of the impact on the State budget, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity of the medicinal products and medical devices to be sold in Latvia in accordance with the procedures of reimbursement and the estimated turnover;

12.6. the pharmaco-economic calculations in accordance with the economic assessment guidelines of medicinal products approved in Annex 2 of these Regulations (if an application is being submitted for inclusion of a new common name for a medicinal product on the list of reimbursable medicinal products);

12.7. a substantiation for an increase in the basic reimbursement price (where a repeated application is being submitted);

12.8. a certification that the continuous presence of the medicinal products and medical devices on the market will be ensured until the end of the term of validity for inclusion on the list of reimbursable medicinal products;

12.9. an authorisation issued by the holder (owner) of the registration certificate of the medicinal products or medical devices, if the application is being submitted by the authorised representative of the holder (owner) of the registration certificate;

12.10. a document confirming that the applicant has registered with the Enterprise Register in accordance with the procedures specified in the regulatory enactments regulating commercial activity, as well as a document confirming the right of representation; and

12.11. the number of patients to whom expenses towards the purchase of the relevant medicinal products or medical devices are covered by the applicant from his or her own resources if medicinal products or medical devices are to be included on the list of reimbursable medicinal products in accordance with Paragraph 42.1 of these Regulations.

[21 March 2006]
13. Where medicinal products are being imported and distributed in the territory of the Republic of Latvia in accordance with Section 10, Clause 7 of the Pharmacy Law, an applicant shall attach the following information to the application:

13.1. instructions on the use of the medicinal products in Latvian and the original language;

13.2. the wholesale price in the currency of the state of manufacture and state of exportation and in lats in accordance with the currency exchange rate specified by the Bank of Latvia on the day when the application is submitted;

13.3. a certification that the continuous presence of the medicinal products on the market will be ensured until the end of the term of validity for inclusion on the list of reimbursable medicinal products;

13.4. the calculations regarding the possible amount of the medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in lats) and the number of patients; and

13.5. an authorisation issued by the owner of the permit of the State Drug Agency for the importation of non-registered medicinal products, where the application is being submitted by the authorised representative.

14. Where the medicinal products are being imported in parallel, an applicant shall attach the following information to the application:

14.1. the manufacturer’s price in the currency of the state of manufacture and state of exportation and in lats in accordance with the currency exchange rate specified by the Bank of Latvia on the day when the application is submitted;

14.2. a certification that the continuous presence of the medicinal products on the market will be ensured until the end of the term of validity for inclusion on the list of reimbursable medicinal products;

14.3. the calculations regarding the possible amount of the medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in lats) and the number of patients; and

14.4. an authorisation issued by the parallel importer, where the application is being submitted by the authorised representative.

15. An applicant shall attach the following documents and information to the application for the re-examination of reimbursement conditions:

15.1. a summary of the clinical research and the copies of publications, which prove the advantages of such medicinal products in comparison to other alternative therapies available in Latvia for the particular diagnosis (according to the International Statistical Classification of Diseases and Related Health Problems (ISC – 10th Revision), World Health Organisation, 1992) and the target group of patients;

15.2. the calculation of the impact on the budget, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity of the medicinal products and medical devices to be sold in Latvia in accordance with the procedures for reimbursement and the estimated turnover; and

15.3. the pharmaco-economic calculations in accordance with the economic assessment guidelines of medicinal products approved in Annex 2 of these Regulations, which prove the cost-effectiveness for the particular diagnosis and target group of patients.

16. The Medicine Pricing and Reimbursement State Agency, in addition to the documents and information referred to in Paragraphs 10, 12, 13, 14 and 15 of these Regulations, has the right to request that an applicant submits additional information necessary for the taking of a decision confirming the compliance with the criteria referred to in Paragraph 20 of these Regulations.

17. An applicant shall pay the account in the Medicine Pricing and Reimbursement State Agency, which is drawn up in accordance with the pricing of public services. The referred to account includes:

17.1. payment for the examination of an application for inclusion of medicinal products and medical devices on the list of reimbursable medicinal products;

17.2. payment for the examination of an application for the re-examination of the reimbursement conditions;

17.3. payment for the control of the availability of the medicinal products and medical devices included on the list of reimbursable medicinal products and the compliance with the approved basic reimbursement price, reference and pharmacy price, comparison of indications, contra-indications, adverse reactions, therapeutic efficacy and expenses with the new medicinal products, a regular review of the approved basic reimbursement price, taking into account the comparison of expenses and the amount of sales in the reimbursement system for expenses towards the purchase of medicinal products (hereinafter – payment for the keeping of medicinal products and medical devices on the list of reimbursable medicinal products);

17.4. payment for the examination of an application for a change of the basic reimbursement price before the end of the term of validity for inclusion of medicinal products or medical devices on the list of reimbursable medicinal products; and

17.5. payment for the turnover data analysis for the medicinal products and medical devices (if it has been performed on the basis of an application of the applicant).

18. The Medicine Pricing and Reimbursement State Agency, on the basis of an application of an applicant, has the right to waive the charge for the examination of an application for inclusion of medicinal products and medical devices on the list of reimbursable medicinal products or the charge for the keeping of medicinal products and medical devices on the list of reimbursable medicinal products, or the charge for the examination of an application for a change of the basic price in the following cases:

18.1. taking into account the planned annual turnover and turnover from the previous years in the system of the reimbursement for expenses towards the purchase of medicinal products, where the medicinal products and medical devices are critically necessary for the ensuring of the treatment process and where the turnover from the previous year in the reimbursement of expenses towards the purchase of medicinal products does not exceed LVL 1 500; or

18.2. if medicinal products are imported and distributed in the territory of the Republic of Latvia in accordance with Section 10, Clause 7 of the Pharmacy Law.

19. If an applicant has not made a payment for the examination of the application, the Medicine Pricing and Reimbursement State Agency has the right not to examine the application until the receipt of the payment.

20. In evaluating the need for inclusion of medicinal products on the list of reimbursable medicinal products, the Medicine Pricing and Reimbursement State Agency shall take into account the following criteria:

20.1. the most effective and the cheapest mode of treatment for a specific disease;

20.2. the published data of the clinical research regarding the advantages of specific medicinal products within the scope of the pharmaco-therapeutic group or diagnosis;

20.3. the compliance of the medicinal products with the treatment schemes and international guidelines developed by professional physicians’ associations;

20.4. the place of the medicinal products in the treatment scheme of the particular disease (for example, the medicinal products of first and second choice, the group of patients with the certain diagnosis, for whom the use of the respective medicinal products is justified);

20.5. the effect on the course of the disease (for example, the frequency of chronic diseases, disability, mortality, the need for hospital treatment is being reduced);

20.6. the compliance of the pharmaceutical form and strength with the treatment scheme;

20.7. the correspondence of the number of dosage units in the packaging (pre-packing) of medicinal products with the course of treatment;

20.8. the treatment expenses in using the relevant medicinal products, the effects thereof upon the budget granted for the reimbursement of expenses towards the purchase of medicinal products (including the effects of possible adverse reaction caused by the use of the medicinal products upon the course of treatment and the treatment costs); and

20.9. the comparison of the treatment costs and the result to be acquired with a more widely used or another possible therapy, where the costs for the use of the medicinal products are calculated in accordance with the therapeutic daily dosage, the pharmacy price, the duration of the course of treatment and the estimated number of patients. 

21. The basic reimbursement price of medicinal products imported in parallel shall be at least by 15% lower than the price of such medicinal products included on the list of reimbursable medicinal products, for which parallel import is performed. The costs of other medicinal products to be included or included on the list of reimbursable medicinal products shall not be compared with the expenses of medicinal products imported in parallel.

22. Medicinal products, the efficacy of which is higher, in comparison with a widely used or comparative therapy, but the inclusion of which in the system of reimbursement may cause additional expenses from the funds granted for the reimbursement of expenses towards the purchase of medicinal products, shall be included on the list of reimbursable medicinal products, applying the prescription conditions of a medical character (the group of patients within the scope of the diagnosis, for which the purchase of the relevant medicinal products is being reimbursed) depending on the amount of funds granted for the reimbursement of expenses towards the purchase of medicinal products.

23. The basic reimbursement price for medicinal products and medical devices included on the list of reimbursable medicinal products and medical devices and any medicinal products and medical devices partially or completely reimbursable from the funds of the State budget shall be calculated by utilising the following formula:

KBC = KMRC + KMRC x LP, where

KBC – the basic reimbursement price of reimbursable medicinal products or medical devices in lats;

KMRC – the manufacturer’s price of the reimbursable medicinal products or medical devices in lats;

LP – the wholesaler’s mark-up in per cent (Annex 3).

[21 March 2006]
24. The pharmacy price of medicinal products and medical devices included on the list of reimbursable medicinal products and medical devices and any medicinal products and medical devices partially or completely reimbursable from the funds of the State budget shall be calculated by utilising the following formula:

KMAC = KBC x k + X + PVN, where

KMAC – the pharmacy price in lats of the reimbursable medicinal products or medical devices;

KBC – the basic reimbursement price in lats;

k – the correction coefficient in per cent (Annex 4); 

X – the correction amount in lats (Annex 4); and

PVN – the calculated value added tax.

[27 December 2005; 21 March 2006]
25. A patient shall cover the difference between the price of medicinal products or medical devices in a pharmacy and the amount of the reimbursement, which is covered for the medicinal products and medical devices for ambulatory care of the patient from the funds granted for the reimbursement of expenses towards the purchase of medicinal products.

26. In carrying out the surveillance of the use of medicinal products included on the list of reimbursable medicinal products, a manufacturer of the medicinal products shall cover the expenses related to the purchase of the respective medicinal products and the surveillance of the use thereof.

IV. Inclusion of Medicinal Products and Medical Devices on List A and the Calculation of the Price of Medical Devices in Accordance with the Principle of the Reference Price
27. Mutually substitutable medicinal products and medical devices shall be included on List A, which:

27.1. have the same indications, for the treatment of which expenses towards the purchase of medicinal products or medical devices are reimbursed;

27.2. have the same mode of administering medicinal products or utilisation of medical devices;

27.3. on the basis of the data of the clinical research, do not have clinically significant differences in the sense of therapeutic efficiency and adverse effects; and

27.4. have the same target groups of patients.

28. Medicinal products on List A shall be classified in groups of mutually substitutable medicinal products, taking into account the pharmaceutical form, strength of medicinal products, as well as the compliance of the size of packaging with the medical treatment course (therapeutic daily dosage for titration (gradual diminishing or amplification of a daily dosage of medicinal products), for a medical treatment course, the duration of which is up to one month, two months, three months). Reference medicinal products that are the cheapest medicinal products in the respective group, shall be determined in each group.

[27 December 2005]
29. The reference price shall be calculated for each mutually substitutable group included on the List A. The reference price is the ground for the calculation of the reimbursement sum, which is covered for medicinal products and medical devices for ambulatory care for a patient from the funds granted for the reimbursement of expenses towards the purchase of medicinal products.

30. The amount of the reimbursement for medicinal products and medical devices included on the List A shall be formed by applying the reimbursement per cent specified in these Regulations to the reference price.

31. In order to calculate the reference price for the medicinal product and medical device names included on the List A, the following principles shall be applied:

31.1. the reference price shall be calculated for each medicinal product name, including the pharmaceutical form, strength and size of packaging and for each medical device name;

31.2. the reference price shall be calculated for each medicinal product name on the basis of treatment costs of the reference medicinal product name of a mutually substitutable group in accordance with the defined daily dosage of the common name of the medicinal product in anatomical therapeutic chemical classification with the defined daily dosage (the classification of medicinal products recommended by the World Health Organisation for the research needs of the consumption of medicinal products) (hereinafter – the ATC/DDD classification), pharmaceutical form, strength and size of the packaging;

31.3. the strength of medicinal products shall be used for the calculation of the reference price of different common medicinal product names in accordance with the ATC/DDD classification, except cases where the clinical daily dosage does not comply with the defined daily dosage pursuant to the submitted clinical documentation. In such case the therapeutic daily dosage shall be used for the calculation of the reference price;

31.4. the costs of different forms of medicinal products in a group of mutually substitutable medicinal products may differ from the costs of the tablet and capsule form of the medicinal products in accordance with the difference in costs of one unit of active substance of the medicinal products indicated in Annex 5 of these Regulations;

31.5. if the therapeutic daily dosage of one general medicinal product name for different forms of the medicinal products in accordance with the submitted clinical documentation does not comply with the defined daily dosage in the ATC/DDD classification, the reference price shall be calculated on the basis of the dosages referred to in the submitted clinical documentation;

31.6. the unit price of the one common name medicinal product with the stronger active substance shall be less than the unit price of the nearest medicinal product with the active substance of less strength;

31.7. the unit price of the one common name medicinal product of equal strength of larger packaging shall be less than the unit price of the nearest smaller packaging medicinal product; and

31.8. the costs of medicinal products of combined composition may not exceed the amount of the cost of a medicinal product under the same common name included on the list of reimbursable medicinal products to be utilised separately. 

[27 December 2005]
32. The Medicine Pricing and Reimbursement State Agency has the right to revise the approved reference and pharmacy price of medicinal products and medical devices included on the List A on the basis of:

32.1. a justification regarding the changes of the basic reimbursement price submitted by the applicant. The Medicine Pricing and Reimbursement State Agency shall not revise the reference and pharmacy price if due to revision of the price the foreseeable increase of costs is not commensurable with the funds granted for the reimbursement of expenses towards the purchase of medicinal products;

32.2. a decision regarding inclusion of such medicinal products on the list of reimbursable medicinal products, by using which the treatment costs are lower than the costs of medicinal products already included on the list; and

32.3. a written submission of the manufacturer of medicinal products, the wholesaler of medicinal products or the State Pharmaceutical Inspection that the cheapest medicinal product name in the relevant mutually substitutable group is not permanently available on the market. In such case the reference price shall be re-calculated according to the following cheapest medicinal product name in the relevant mutually substitutable group.

V. Inclusion of Medicinal Products and Medical Devices on List B
33. An applicant shall justify the basic reimbursement price of the medicinal products included on List B by the pharmaco-economic calculation that has been carried out in accordance with the guidelines for the economic assessment of medicinal products approved in Annex 2 of these Regulations and in which the cost-effectiveness of the medicinal products in the health care system at large or for a particular group of patients is proved.

34. The reimbursement sum for medicinal products and medical devices included on List B, which is covered for medicinal products and medical devices provided for ambulatory care for a patient from the funds granted for the reimbursement of expenses towards the purchase of medicinal products, shall be formed by applying the amount of reimbursement specified in Annex 1 of these Regulations to the pharmacy price.

35. In evaluating the costs of one common medicinal product name, the following criteria shall be taken into account:

35.1. the costs of different forms of medicinal products may differ from the costs of the tablet and capsule form of the medicinal products in accordance with the margin of difference in costs indicated in Annex 5 of these Regulations, calculating according to the daily therapeutic dosage of the medicinal products;

35.2. the unit price of one common name medicinal product with the stronger active substance shall be lower than the unit price of the nearest medicinal product with the active substance of less strength;

35.3. the unit price of one common name medicinal product of equal strength of larger packaging shall be less than the unit price of the nearest smaller packaging medicinal product; and

35.4. in case of the same indication the costs of medicinal products of combined composition may not exceed the amount of expenses of a medicinal product under the same common name included on the list of reimbursable medicinal products to be utilised separately. 

[27 December 2005]
35.1 In evaluating the costs of the medicinal devices of one name, it shall be observed that the costs of one unit of the medicinal devices of different manufacturers provided for identical usage may differ for not more than 20%, taking into account the costs of one unit of the cheapest medicinal device with the same name provided for identical usage included on the list of reimbursable medicinal products.

[27 December 2005]
36. The Medicine Pricing and Reimbursement State Agency shall take a decision regarding inclusion of medicinal products and medical devices present on List B onto List A, if a decision regarding inclusion of a new therapeutically substitutable medicinal product name or a common medicinal product name on the list of reimbursable medicinal products has been taken.

37. The Medicine Pricing and Reimbursement State Agency has the right to revise the approved pharmacy price of medicinal products and medical devices included on List B on the basis of:

37.1. a justification regarding the changes of basic reimbursement price submitted by the applicant. The Medicine Pricing and Reimbursement State Agency shall not revise the basic price and the pharmacy price if due to revision of the price the foreseeable increase of costs is not commensurable with the funds granted for the reimbursement of expenses towards the purchase of medicinal products;

37.2. an application regarding repeated inclusion of medicinal products and medical devices on the list of reimbursable medicinal products, taking into account the sales amount of the medicinal products and medical devices in the previous period of inclusion if the sales amount has increased by more than 10% a year, except in cases where reimbursement for such medicinal products and medical devices to patients with other diagnoses has been commenced or indications of utilisation have been supplemented in the indicated period of time; and

37.3. the evaluation results of the sales amount of medicinal products and medical devices regarding each previous year of the inclusion period if the sales amount has increased by more than 10% a year in comparison with the previous year of the inclusion period, except cases where the reimbursement for such medicinal products and medical devices to patients with other diagnoses has been commenced or indications of utilisation have been supplemented in the indicated period of time.

VI. Taking and Announcement of Decisions
38. The Medicine Pricing and Reimbursement State Agency shall examine an application for the inclusion of medicinal products and medical devices on the list of reimbursable medicinal products (specifying the belonging of medicinal products and medical devices to List A or B and approving accordingly the reference price for the medicinal products included on list A, the pharmacy price for the medicinal products included on List B) within a time period of 180 days after the registration of the application, not including the period of time that was necessary for the receipt of supplementary information referred to in Paragraph 16 of these Regulations and the period of time from drawing up of an account until payment thereof.

39. The Medicine Pricing and Reimbursement State Agency shall examine an application regarding the revision of the basic reimbursement price of the medicinal products and medical devices within a time period of 90 days after the registration of the application, not including the period of time that was necessary for the receipt of supplementary information and the period of time from drawing up of an account until payment thereof.

40. The Medicine Pricing and Reimbursement State Agency shall take a decision regarding to which of the diagnoses referred to in Annex 1 of these Regulations the relevant medicinal products are reimbursed from the funds granted for the reimbursement of expenses towards the purchase of medicinal products and determine the conditions for the reimbursement of the medicinal products on the basis of clinical efficacy and cost-effectiveness of the medicinal products, the treatment schemes and recommendations of professional physicians’ associations.

41. A decision regarding the revision of the reimbursement conditions, expansion of indications or the target group of patients shall be taken on the basis of the evaluation of the funds granted for the reimbursement of expenses towards the purchase of medicinal products.

42. In addition to the information specified in the Administrative Procedure Law the following information shall be indicated in the decision regarding inclusion of medicinal products and medical devices on the list of reimbursable medicinal products:

42.1. the time period of inclusion of medicinal products and medical devices (the time period during which medicinal products and medical devices are on the list of reimbursable medicinal products);

42.2. the basic reimbursement price, the pharmacy price or – accordingly – the reference price of medicinal products and medical devices;

42.3. the diagnoses, for which the particular medicinal products and medical devices are being reimbursed;

42.4. the provisions for reimbursement of the particular medicinal products and medical devices; and

42.5. the time of coming into effect of the decision.

42.1 In addition to the information referred to in Paragraph 42 of these Regulations regarding medicinal products and medical devices, the costs of which exceed LVL 3 000 for one patient a year if it is not possible to apply medical criteria for the limitation of the prescription of the medicinal products, the Medicine Pricing and Reimbursement State Agency shall indicate the following information:

42.1 1. the number of patients, for which the purchase of the relevant medicinal products or medical devices is concurrently reimbursed from the funds granted for the reimbursement of expenses towards the purchase of medicinal products for the particular year; and

42.1 2. the number of patients, for which the purchase of the relevant medicinal products or medical devices is covered by the applicant from his or her resources.

[21 March 2006]
43. Medicinal products and medical devices for the treatment of particular diseases shall be included on the list of reimbursable medicinal products for two years. In order to include medicinal products and medical devices repeatedly on the list of reimbursable medicinal products, the submitter of the application shall, one half-year prior to the end of the time period, submit to the Medicine Pricing and Reimbursement State Agency a new application.

44. The Medicine Pricing and Reimbursement State Agency has the right not to include medicinal products and medical devices on the list of reimbursable medicinal products:

44.1. if they do not comply with any of the requirements and criteria referred to in Paragraphs 6, 7, 12, 13, 14, 15, 20, 21, 33 and 35 of these Regulations;

44.2. where the therapeutic and cost-effectiveness thereof is not justified (costs are not commensurable with the results of use);

44.3. if costs are efficient, but supplementary resources of the State budget are necessary for inclusion of the medicinal products. In such case the Medicine Pricing and Reimbursement State Agency shall decide repeatedly, without a repeated application of the applicant, regarding the inclusion of the medicinal products on the list of reimbursable medicinal products after the granting of the relevant budget resources, if the applicant has not notified the Medicine Pricing and Reimbursement State Agency regarding withdrawal of the application; and

44.4. if the applicant does not agree with the provisions referred to in Sub-paragraph 42.1 2 of these Regulations.

[27 December 2005; 21 March 2006]
45. The Medicine Pricing and Reimbursement State Agency shall take a decision regarding deletion of medicinal products and medical devices from the list of reimbursable medicinal products if:

45.1. the medicinal products and medical devices have been withdrawn from the market or the distribution thereof has been prohibited in accordance with the procedures specified by the regulatory enactments regarding the distribution of medicinal products;

45.2. the basic reimbursement price is not complied with;

45.3. the applicant does not ensure the permanent presence of the reimbursable medicinal products and medical devices on the market during the time period of inclusion thereof;

45.4. the applicant has not paid for the maintenance of the medicinal products and medical devices on the list of reimbursable medicinal products within a time period of one month after the sending of the account;

45.5. the applicant has submitted an application regarding deletion of the medicinal products or medical devices from the list of reimbursable medicinal products; or

45.6. the applicant does not comply with the provisions of the decision referred to in Paragraph 42.1 of these Regulations and the contract referred to in Paragraph 50.2 of these Regulations.

[27 December 2005; 21 March 2006]
46. The Medicine Pricing and Reimbursement State Agency shall inform the applicant in writing regarding the decision taken and provide justification thereof within a time period of 10 days after the taking of the decision, as well as insert information regarding the taken decision on the Internet home page of the Medicine Pricing and Reimbursement State Agency. The Medicine Pricing and Reimbursement State Agency shall publish the changes on the list of reimbursable medicinal products, as well as the part of the decision regarding inclusion of such medicinal products on the list of reimbursable medicinal products, the cost of which exceed LVL 3 000 for one patient a year in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia].

[21 March 2006]
47. The Medicine Pricing and Reimbursement State Agency, not later than within 15 days before the inclusion of medicinal products or medical devices or the making of changes to the list of reimbursable medicinal products, shall inform the Ministry of Health and the State Compulsory Health Insurance Agency regarding the decisions taken, which are related to the inclusion of medicinal products or medical devices on the list of reimbursable medicinal products, deletion from the list of reimbursable medicinal products, change of the price of medicinal products or medical devices included on the list of reimbursable medicinal products and change of reimbursement provisions of medicinal products or medical devices included on the list of reimbursable medicinal products.

48. The applicant has the right to appeal the decision of the Medicine Pricing and Reimbursement State Agency to the Ministry of Health, submitting a claim regarding it to the Medicine Pricing and Reimbursement State Agency. A decision of the Ministry of Health may be appealed to the court.

49. The State Pharmacy Inspection shall control the compliance with the procedures of reimbursement by the undertakings of pharmaceutical activity and shall inform the Medicine Pricing and Reimbursement State Agency in writing regarding any violations determined.

VII. Supervision of Financial Resources
50. The State Mandatory Health Insurance Agency shall administer the distribution of the funds granted for the reimbursement of expenses toward the purchase of medicinal products, taking into account the intended number of prescriptions written out and the intended average costs of expenses toward the purchase of medicinal products and medical devices written out in one prescription, except diseases in such groups of diagnoses included in Annex 1 of these Regulations and diagnoses, for which the funds granted for reimbursement of the expenses toward the purchase of medicinal products are distributed on the basis of the number of respective patients and the intended average costs of expenses toward the purchase of medicinal products and medical devices for one patient:

50.1. in the group of diagnoses “3. Diseases of the blood and blood-forming organs and certain disorders involving the immune system mechanism”;

50.2. in the group of diagnoses “5. Neoplasms”;

50.3. in diagnoses “E10.0-10.9 Insulin-dependent diabetes mellitus”, “E11.0-11.9 Non-insulin-dependent diabetes mellitus”, “E22.0 Acromegaly and pituitary gigantism”, “E23.0 Hypopituitarism”, “E34.3 Short stature, not elsewhere classified” of the group of diagnoses “8. Endocrine, nutritional and metabolic diseases”;

50.4. in diagnosis “B18.0-B18.2 Chronic viral hepatitis” of the group of diagnoses “10. Infectious and parasitic diseases”;

50.5. in diagnoses “Q87.1 Congenital malformation syndromes predominantly associated with short stature”, “Q96.0-Q96.4; Q96.8; Q96.9 Turner’s syndrome” of the group of diagnoses “13. Congenital malformations, deformations and chromosomal abnormalities”;
50.6. in the diagnosis “G35 Multiple sclerosis” of the group of diagnoses “14. Diseases of the nervous system”;

50.7. in the group of diagnoses “15. Mental and behavioural disorders”;

50.8. in diagnoses “Z93.1-93.6 Artificial opening status” and “Z94.0 Kidney transplant status” of the group of diagnoses “16. Factors influencing health status and contacts with health services”;

50.9. in diagnosis “N18.0; N18.8; N18.9 Chronic renal failure” of the group of diagnosis “17. Diseases of the urogenital system”.

[27 December 2005]
50.1 The Health Statistics and Medical Technologies State Agency shall submit to the State Mandatory Health Insurance Agency a prognosis of the number of patients for the following year regarding patients having the diagnoses referred to in Paragraph 50 of these Regulations by 31 October once a year.

[27 December 2005]
50.2 In case referred to in Paragraph 42.1 of these Regulations the State Mandatory Health Insurance Agency shall enter into a contract with the applicant for a free of charge supply of a quantity of the particular medicinal products or medical devices to a medical practitioner, whose right to prescribe the particular medicinal products or medical devices are specified in the contract between the relevant medical treatment institution and the State Mandatory Health Insurance Agency.

[21 March 2006]
50.3 The State Mandatory Health Insurance Agency shall enter into the contract referred to in Paragraph 50.2 of these Regulations with the applicant after the receipt of a decision of the Medicine Pricing and Reimbursement State Agency referred to in Paragraph 42.1 of these Regulations, in which the quantity of the particular medicinal products or medical devices or the number of patients per year is indicated and to which the calculation of the treatment costs and the calculation of the total necessary financing is added.

[27 December 2005]
50.4 The prescription of medicinal products referred to in Paragraph 42.1 of these Regulations shall not be started, taking into account the following provisions, except the case referred to in Paragraph 50.8 of these Regulations:

50.4 1. the State Mandatory Health Insurance Agency has entered into the contract referred to in Paragraph 50.2 of these Regulations with the applicant;

50.4 2. the council of experts of the relevant treatment field has taken a decision regarding the necessity of utilisation of the relevant medicinal product or medical goods for the particular patient, indicating in the decision the diagnosis, code of the diagnosis in accordance with the ISC – 10th Revision, the medicinal product name and dosage, justification of the necessity of utilisation of the medicinal product and the recommended duration of the course. The doctors' council shall send the decision to the State Mandatory Health Insurance Agency. The State Mandatory Health Insurance Agency shall register the decision and inform the medical practitioner referred to in Paragraph 50.2 of these Regulations regarding the possibility to prescribe the particular medicinal products or medical devices. If the quantity of medicinal products or medical devices specified in the contract referred to in Paragraph 50.2 of these Regulations, which is paid from the funds granted for the reimbursement of expenses towards the purchase of medicinal products, is exceeded, the State Mandatory Health Insurance Agency shall register the decision of the council of experts of the relevant treatment field and send it to the applicant, informing the medical practitioner to whom the applicant supplies the medicinal products or medical devices necessary for the particular patient.
[27 December 2005]
50.5 The State Mandatory Health Insurance Agency shall register all decisions of doctors’ councils, which have been received regarding the medicinal products and medical devices referred to in Paragraph 42.1 of these Regulations, indicating:

50.5 1. the patients, for whose medicinal products used the payment is performed from the funds granted for the reimbursement of expenses towards the purchase of medicinal products;

50.5 2. the patients, for whose medicinal products used the payment is performed from the resources of the applicant; and

50.5 3. the medical practitioner who prescribes the relevant medicinal products.

[21 March 2006]
50.6 If a patient has discontinued the utilisation of the relevant medicinal products, the medical practitioner referred to in Paragraph 50.2 of these Regulations shall inform the State Mandatory Health Insurance Agency within a time period that does not exceed 30 days.

[27 December 2005]
50.7 [21 March 2006]

50.8 Until the entering into the contract referred to in Paragraph 50.2 of these Regulations the State Mandatory Health Insurance Agency has the right to begin the reimbursement of expenses from the funds granted for the reimbursement of expenses towards the purchase of medicinal products for the medicinal products referred to in Paragraph 42.1 of these Regulations for such patients who comply with the criteria referred to in Paragraph 61 of these Regulations, that have initiated the therapy by using the respective medicinal products, and to whom the referred to medicinal products have been previously paid from the State budget resources, not exceeding the number of patients specified in Sub-paragraph 42.1 1 of these Regulations and ensuring the accounting in accordance with the procedures specified in Paragraph 50.5 of these Regulations.

[21 March 2006]
51. The State Mandatory Health Insurance Agency shall once a month submit a report to the Ministry of Health and the Medicine Pricing and Reimbursement State Agency regarding the utilisation of the funds granted for the reimbursement of expenses towards the purchase of medicinal products, indicating also all such cases where expenses towards the purchase of medicinal products have been reimbursed in accordance with Chapter X of these Regulations.

VIII. Duties of Medical Practitioners
52. The physician, taking into account the nature and level of seriousness of a disease, shall determine for the respective patient the most appropriate, efficient and cost-wise the least expensive type of medical treatment.

53. The medicinal products and medical devices included on the list of reimbursable medicinal products shall be prescribed using a specific form of prescription by an attending doctor to whom such rights have been specified in the contract entered into by and between the medical treatment institution and the State Mandatory Health Insurance Agency.

[27 December 2005]
54. In prescribing the medicinal products and medical devices included on List A, the pharmacy price of which is higher than the reference price, the physician shall inform the patient about it.

55. In prescribing insulin preparations, the physician shall make an entry in the insulin card of the patient of diabetes mellitus in accordance with the procedures specified in regulatory enactments regarding the record-keeping of medical documentation. The Health Statistics and Medical Technologies State Agency shall ensure the printing, distribution and record-keeping of insulin cards. 

IX. Duties of Pharmacies
56. A pharmacy, which has a contractual relationship with the State Mandatory Health Insurance Agency, shall issue medicinal products and medical devices, the purchase costs of which are partially or completely covered from the funds granted for the reimbursement of expenses towards the purchase of medicinal products.

[27 December 2005]
56.1 A pharmacy shall ensure the issuance of medicinal products and medical devices included on the list of reimbursable medicinal products within a time period of not more than two days after the receipt of the special prescription.

[27 December 2005]
57. If a physician, in writing a prescription for medicinal products included on the list of reimbursable medicinal products, has used the common name of a medicinal product, the duty of a pharmacist is to issue the cheapest medicinal products included on the list of reimbursable medicinal products, which conform with this name, the prescribed pharmaceutical form and dosage.

58. If a physician, in prescribing medicinal products included on the list of reimbursable medicinal products, has not indicated on the prescription that the prescribed medicinal products may not be substituted, a pharmacist shall inform the patient regarding the possibilities of the substitution of medicinal products by offering the cheapest complying medicinal products included on the list of reimbursable medicinal products, taking into account the following provisions:

58.1. the active substances of the medicinal products prescribed and issued are identical; and

58.2. the pharmaceutical form and dosage of the medicinal products offered is the same as the form and dosage of the medicinal products prescribed;

59. A pharmacy, pursuant to these Regulations, shall determine the sum of the reimbursement of expenses towards the purchase of medicinal products and medical devices, taking into account the pharmacy price, reference price and reimbursement category of diagnosis of the medicinal products and medical devices included on the list of reimbursable medicinal products.

[27 December 2005]
60. The pharmacy shall inform the Medicine Pricing and Reimbursement State Agency if it is not possible to purchase medicinal products and medical devices included on the list of reimbursable medicinal products from drug wholesalers for the basic reimbursement price.

X. Reimbursement for the Purchase of Medicinal Products for Individual Patients
[21 March 2006]
61. The State Mandatory Health Insurance Agency, on the basis of the application of a patient, to which a decision of the council of experts of the relevant field of medical treatment has been attached, is entitled to take a decision regarding the reimbursement of expenses towards the purchase of medicinal products for individual patients. The referred to expenses shall be reimbursed within the scope of the funds granted for the reimbursement of expenses towards the purchase of medicinal products in the following cases:

61.1. the diagnosis is not included in Annex 1 of these Regulations, but is considered to be rare (determined for not more than two inhabitants out of 10 000), dangerous to life or severe and chronic, and the use the medicinal products is necessary for the maintenance of life functions; and

61.2. the diagnosis is included in Annex 1 of these Regulations, and no medicinal products included on the list of reimbursable products are appropriate for the maintenance of life functions. (Use of such medicinal products that are not included on the list of reimbursable products shall be necessary.)

61.1 The Association of experts of the relevant field of medical treatment shall approve the composition of a council of experts of the relevant field of medical treatment. The following information shall be indicated in the council decision:

61.1 1. the given name, surname, personal identity number and address of the patient;

61.1 2. the diagnosis (code of the diagnosis in accordance with the ISC – 10th revision);

61.1 3. the medicinal products previously used for the treatment of the patient (the common name, medicinal product name, dosage, length of usage), including medicinal products included on the list of reimbursable products. If medicinal products that are not included on the list of medicinal products registered in the Republic of Latvia are selected for the further treatment, it shall be indicated whether the patient has been treated using analogical registered medicinal products;

61.1 4. the result of the use of the medicinal products referred to in Sub-paragraph 61.1 3 of these Regulations (the values characterising the efficiency of the medicinal products in case of the relevant disease, changes thereof as the result of the use of the medicinal products);

61.1 5. the medicinal products, the reimbursement of expenses towards the purchase of which is necessary to the patient (the common name of the medicinal product, medicinal product name, pharmaceutical form, required daily dosage, duration of course);

61.1 6. the justification of the selection of the medicinal products referred to in Sub-paragraph 61.1 5 of these Regulations (in comparison to other medicinal products and treatment methods, if available, provided for the treatment of the relevant disease), also the justification of the selection of the particular medicinal product name if several medicinal product names comply with the common name;

61.1 7. the compliance of the medicinal products with the schemes or international guidelines for the treatment of particular diseases developed by professional physicians’ associations, the place of the medicinal product in the scheme of the treatment of the particular disease adding the copies of publications; and

61.1 8. the term of validity of the decision.

62. The State Mandatory Health Insurance Agency is entitled to take a decision regarding the reimbursement of medicinal products in the amount of 100% if the diagnosis referred to in Paragraph 61 of these Regulations is not included in Annex 1 of these Regulations.

63. If the diagnosis is included in Annex 1 of these Regulations, the State Mandatory Health Insurance Agency shall take a decision regarding the reimbursement of expenses towards the purchase of medicinal products in the amount specified in Annex 1 of these Regulations.

64. The State Mandatory Health Insurance Agency is entitled to request a statement of the Medicine Pricing and Reimbursement State Agency regarding the justification of the selection of the medicinal products included in the decision of the council referred to in Paragraph 61.1 of these Regulations. The Medicine Pricing and Reimbursement State Agency shall provide the statement within a time period of 14 days after the receipt of the request of the State Mandatory Health Insurance Agency.

65. The State Mandatory Health Insurance Agency shall aggregate and submit to the Medicine Pricing and Reimbursement State Agency information regarding the received applications as regards the reimbursement of expenses towards the purchase of medicinal products in cases provided in this Chapter (also if the reimbursement of medicinal products is refused) twice a year (till 1 July and till 31 December), indicating the diagnosis and medicinal products referred to in applications. The Medicine Pricing and Reimbursement State Agency shall evaluate the information submitted by the State Mandatory Health Insurance Agency and, where necessary, submit to the Ministry of Health proposals regarding the supplement of Annex 1 of these Regulations.

66. Not more than 2% of the funds granted for the reimbursement of expenses towards the purchase of medicinal products shall be used in cases of the reimbursement of expenses towards the purchase of medicinal products provided in this Chapter.

67. The State Mandatory Health Insurance Agency is entitled to refuse the reimbursement of expenses towards the purchase of medicinal products in accordance with the procedures specified in this Chapter if:

67.1. the Medicine Pricing and Reimbursement State Agency has taken a negative decision regarding the inclusion of the particular medicinal products on the list of reimbursable medicinal products for the treatment of the particular diagnosis and other medicinal products of pharmaco-therapeutic group (five symbols in the anatomical therapeutic chemical classification) with identical registered indications without clinically significant differences in the sense of therapeutic efficacy and adverse effects have been included on the list of reimbursable medicinal products;

67.2. the annual funds granted for the reimbursement of expenses towards the purchase of medicinal products for individual cases have been used up;

67.3. all the necessary information has not been indicated in the council decision referred to in Paragraph 61.1 of these Regulations;

67.4. other medicinal products included on the list of reimbursable medicinal products with the same common medicinal product name are available for the patient in accordance with the diagnosis referred to in Annex 1 of these Regulations;

67.5. the medicinal products requested in accordance with Paragraph 61 of these Regulations are included on the list of reimbursable medicinal products with other indications;

67.6. the registered indications of the particular medicinal products do not comply with the patient’s diagnosis;

67.7. the costs of the medicinal products or medical devices exceed LVL 5 000 per one patient a year;

67.8. the medicinal products are being paid within the scope of another sub-programme of the State budget; and

67.9. the Medicine Pricing and Reimbursement State Agency has, in accordance with Paragraph 64 of these Regulations, recognised that selection of the medicinal products is not justified.

67.1 The State Mandatory Health Insurance Agency shall request the Medicine Pricing and Reimbursement State Agency information regarding the sales price of such medicinal products in Latvia, which are not included on the list of reimbursable medicinal products and regarding which the manufacturer of the medicinal products or his or her authorised representative provides information regarding the principles of the formation of the price of the medicinal products to the Medicine Pricing and Reimbursement State Agency in accordance with regulatory enactments. The Medicine Pricing and Reimbursement State Agency shall send the referred to information within a time period of five days after the receipt of the request. The State Mandatory Health Insurance Agency shall calculate the costs of the reimbursement of expenses towards the purchase of medicinal products in accordance with Paragraphs 23 and 24 of these Regulations.
XI. Closing Provisions
68. Cabinet Regulation No. 1024 of 14 December 2004, Procedures for the Reimbursement of Expenses Towards the Purchase of Medicinal Products and Medical Devices for Ambulatory Care (Latvijas Vēstnesis, 2004, No. 204) is repealed.

69. Annex 4 of these Regulations shall come into force on 1 January 2006.

70. Annexes 6 and 7 of these Regulations shall be in force up to 31 December 2006

71. Procedures of the reimbursement, in accordance with the plan referred to in Annex 6, shall be implemented within the scope of the funds granted for the reimbursement of expenses towards the purchase of medicinal products in the law on the State budget for the current year.

72. Revision of the list of reimbursable medicinal products and inclusion of mutually substitutable groups of medicinal products on the List A shall take place gradually in accordance with the plan referred to in Annex 7 of these Regulations.

73. These Regulations shall come into force on 1 July 2005.

Informative Reference to European Union Directive
These Regulations include legal norms arising from Council Directive 89/105/EEC of 21 December 1988 relating to the transparency of measures regulating the prices of medicinal products for human use and their inclusion in the scope of national health insurance systems.
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Annex 2
 Cabinet Regulation No. 418

14 June 2005

Guidelines for the Economic Evaluation of Medicinal Products

1. Guidelines for economic evaluation of medicinal products (hereinafter – guidelines) shall be an aggregate of methods, which are used for the performance of a pharmaco-economic analysis, taking a decision regarding inclusion of medicinal products and medical devices on the list of reimbursable medicinal products or deletion therefrom.

2. In submitting an application for the inclusion of medicinal products and medical devices on the list of reimbursable medicinal products, the applicant shall perform pharmaco-economic calculations in accordance with the guidelines.

3. In evaluating an application regarding inclusion of medicinal products and medical devices on the list of reimbursable medicinal products, the Medicine Pricing and Reimbursement State Agency shall determine the utilisation costs of medicinal products and medical devices and assess the impact on the indicators and costs of the health care system in accordance with the guidelines.

4. The following requirements shall be complied with in the pharmaco-economic analysis:

4.1. a clearly specified issue of research;

4.2. the performer of the analysis, qualification and relation thereof to the commissioning party of the analysis is indicated;

4.3. the analysis is justified with the published data of clinical research, which confirm the therapeutic equivalence or therapeutic advantage of the medicinal products and in which the primary and secondary benefits are brought forward and the results of the research thereof are indicated;

4.4. the analysis may be justified by unpublished clinical research if it has been submitted for the registration of medicinal products;

4.5. compliance with indications of medicinal products, which are approved in the relevant state, is observed. The number of patients included in the analysis shall comply with the number of patients indicated in the clinical research, and all supplementary information that relates to the investigational issue shall be included therein;

4.6. in addition the data of the sub-groups of the clinical research are indicated if there are essential differences in the therapeutic efficacy or costs;

4.7. the costs and benefits of using the new medicinal products and other alternative therapies (a standard therapy or a therapy that is the most widely used in practice in the relevant state) are compared:

4.7.1. if medicinal products belong to an already existing pharmaco-therapeutic group, the comparative preparation shall be the most often used medicinal product of such group;

4.7.2. if medicinal products belong to a new pharmaco-therapeutic group, the comparative preparation shall be the most often used alternative medicinal product in case of a specified indication;

4.7.3. also a non-medical therapy or a non-treatment principle may be selected for the comparative therapy if any of them is being widely used in practice;

4.7.4. the dosages of comparative medicinal products and the length of the therapy complies with the dosage indicated in the description of the medicinal products and treatment guidelines and the dosages used in clinical research. If different dosages are selected from the dosages used in clinical research, justification of the differences shall be provided; and

4.7.5. justification for the selection of alternatives is provided.

5. The following types of pharmaco-economic analysis shall be distinguished (justification for the selection of the particular type shall be provided):

5.1. the costs-minimising analysis (CMA), which shall be used if the therapeutic value of new medicinal products is equal to the therapeutic value of comparative alternative. Assuming that the benefits are equivalent, only costs shall be compared;

5.2. the cost-effectiveness analysis (CEA), which shall be used in comparing costs and the obtained results among two or several alternative treatment methods that are united by a common target. The obtained results shall be measured in physical units. The purpose of the analysis shall be to calculate costs per one unit of an additionally obtained result by using the coefficient of increase of cost-effectiveness;
5.3. the cost-utility analysis (CUA), which shall be used only as a supplement to the cost-effectiveness analysis. The cost-utility analysis is a general form of the cost-effectiveness analysis, which is directed towards the public at large. The recommended end result for such type of analysis is to obtain quality years of life, including a personal opinion (effectiveness) of the patient or evaluation of the quality of life. The source of origin of effectiveness values is explained in the analysis and justification regarding the methods used for the evaluation of the quality of life (general or complying with the disease) are provided.
6. The therapeutic value of medicinal products shall be determined by the result of the use thereof (for an individual patient or for the whole health care system):

6.1. decrease of mortality;

6.2. decrease of complications caused by the disease;

6.3. decrease of adverse effects caused by the disease;

6.4. the number of successfully controlled symptoms of a disease; and

6.5. decrease in the number of hospitalisation cases and repeating of hospitalisation.

7. If a pharmaco-economic analysis has been performed in another state, the results of the research shall be applied to the conditions of the health care system of Latvia. The most essential criteria to be evaluated shall be:

7.1. the choice and frequency of an additional therapy;

7.2. the proportion of an age and sex of patients;

7.3. the evaluation regarding the level of seriousness of the disease of patients; and

7.4. the selection of a comparative therapy.

8. The criteria for the selection of the used clinical research shall be:

8.1. comprehensible design of the research;

8.2. randomised, double-blind and controlled research (open research if the selection thereof is justified);

8.3. a clearly defined issue to be researched;

8.4. groups of patients to be compared according to basic indicators;

8.5. clinically corresponding termination and duration of the treatment course, which is based on the analysis of “deliberate treatment”; and

8.6. the clinical and statistical significance of the obtained results.

9. An analysis of separate clinical research or meta-analysis (aggregation of several clinical researches) may be used in the analysis of clinical research. The meta-analysis shall increase the accuracy of the obtained indicators by specifying the clinical differences between the new medicinal products and the comparative therapy. If calculations are based on the meta-analysis, criteria for the selection of the research and the performed statistical tests shall be indicated.
10. The results of clinical research shall be indicated as a summary of differences of the obtained results between the new medicinal products and the comparative therapy. Each comparison shall include the following data:

10.1. the number of patients who have received the relevant therapy;

10.2. the number of patients who have discontinued the therapy;

10.3. the number of successful and unsuccessful cases, which is expressed as the risk of emerging of cases or a proportion between the number of cases in a group and the total number of patients in a group (indicating the confidence interval); and

10.4. changes in the average indicators of a group (indicating the confidence interval).

11. In order to determine the differences in efficacy of the new medicinal products and the comparative therapy, the absolute risk difference, which is the difference between the risk of emerging of cases in the group of research and the risk of emerging of cases in the group of control, shall be calculated and used in the pharmaco-economic analysis. Concurrently the relative indicators of efficacy, which is the proportion between the risk of emerging of cases in the group of research and the risk of emerging of cases in the group of control, shall be calculated.

12. The pharmaco-economic analysis shall be performed on the basis of direct costs of health care, which include:

12.1. the costs of medicinal products (including costs of an additional therapy and treatment of adverse effects);

12.2. the costs of medical services;

12.3. the costs of hospital services;

12.4. the costs of diagnostic and laboratory examinations; and

12.5. any other direct costs of health care.

13. If in addition a pharmaco-economic analysis that is oriented towards the public at large is performed, other costs shall also be included therein (direct and indirect costs outside the health care system):

13.1. the costs of social services;

13.2. the expenses related to the movement of a patient; and

13.3. other costs to the patient or his or her family.

14. If a pharmaco-economic analysis is being performed using economic research performed abroad, all costs shall be corrected pursuant to the conditions of the local health care, as well the relevant sources of data acquisition shall be indicated. Costs shall be corrected according to the following principles:

14.1. such items of costs of pharmaco-economic research shall be determined, which comply with the practice of the relevant state;

14.2. the number of cost units (for example, the number of consultations, number of bed-days) shall be determined;

14.3. changes in the costs per one unit shall be determined; and

14.4. all costs shall be indicated in lats.

15. If direct or indirect costs outside health care are included in the calculations, they shall be indicated separately and calculations shall be performed separately from others by including:

15.1. the costs of direct health care;

15.2. the direct costs outside the health care system; and

15.3. the indirect costs outside the health care system.

16. The following indicators related to comparison of the use of the relevant alternatives shall be reflected in the analysis of the summary of results:

16.1. the costs of the therapy per unit of the obtained result for each alternative (for example, the costs per one prevented case of death, obtained year of life, prevented case of hospitalisation);

16.2. the indicator of increase of cost-effectiveness shall be calculated in the cost-effectiveness analysis in order to reflect the differences of costs for the achievement of one additionally obtained result with the new medicinal products; and

16.3. the total costs of both comparative therapies and the total benefits for the health care system shall be calculated. The total savings of resources in health care, if such, shall be indicated.

17. The discounting of costs and benefits, which is a standard feature of an economic analysis, shall be included in the pharmaco-economic analysis. Future costs and benefits shall be discounted for 5% a year accordingly. If another discount rate is used, it shall be justified.
18. A sensitivity analysis shall be used in order to determine to what extent the results obtained during the analysis depend on the changes of the influencing factors (for example, time of beginning of the therapeutic result, prevalence of the disease (the number of patients in the population), incidence of the disease (the number of new cases per year)). The statistical tests used and confidence intervals of the main variables shall be indicated in the sensitivity analysis.

19. If it is not possible to perform a pharmaco-economic analysis in accordance with the previously described methods, the economic modelling technique (for example, in order to establish a sufficient length of the analysis period, if clinical data are obtained in a too short period of time; if clinical research is performed within the scope of a different system) may be used. The economic model shall be presented so as it would be possible to check the performed analysis, concurrently submitting data spreadsheets in an electronic form or the software used. The efficacy and cost indicators used in the model shall be justified. Scientifically justified data shall be used in the economic model.
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 Cabinet Regulation No. 418

14 June 2005

Mark-up of Wholesalers to be Applied in the Calculation of the Basic Reimbursement Price for Medicinal Products and Medical Devices included on the List of Reimbursable Medicinal Products

	No.
	Manufacturer’s price (LVL)
	Wholesaler’s mark-up (%)

	1.
	0,01–1,99
	10

	2.
	2,00–3,99
	9

	3.
	4,00–7,99
	7

	4.
	8,00–14,99
	6

	5.
	15,00–19,99
	5

	6.
	20.00 and more
	4
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Annex 4
 Cabinet Regulation No. 418

14 June 2005

Correction Coefficients and Correction Amounts to be Applied in the Calculation of the Pharmacy Price for Medicinal Products and Medical Devices included on the List of Reimbursable Medicinal Products

	No.
	Basic reimbursement price (LVL)
	Correction coefficient
	Correction amount (LVL)

	1.
	0,01–0,99
	1,30
	0,00

	2.
	1,00–1,99
	1,25
	0,05

	3.
	2,00–2,99
	1,20
	0,15

	4.
	3,00–4,99
	1,17
	0,30

	5.
	5,00–9,99
	1,15
	0,40

	6.
	10,00–14,99
	1,10
	0,90

	7.
	15,00–19,99
	1,07
	1,35

	8.
	20,00–49,99
	1,05
	1,75

	9.
	50.00 and more
	1,00
	4,25
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Annex 5
 Cabinet Regulation No. 418

14 June 2005

Maximum Permissible Difference in the Costs of Different Pharmaceutical Forms of the One Medicinal Product Common Name

	No.
	Pharmaceutical form
	Difference of costs

	1.
	Tablets and capsules
	0%

	2.
	Soluble tablets
	20%

	3.
	Long acting tablets, and capsules
	20%

	4.
	Aerosols
	30%

	5.
	Mixtures and other liquid forms
	40%

	6.
	Suppositories
	100%

	7.
	Pastes, ointments, gels
	100%

	8.
	Injections
	100%
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 Cabinet Regulation No. 418
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Plan for the Implementation of Procedures for the Reimbursement of Expenses Towards the Purchase of Medicinal Products and Medical Devices for Ambulatory Care

	No.
	Code of a diagnosis in accordance with the International Statistical Classification of Diseases and Related Health Problems (ISC – 10th revision)
	Diagnosis

	1. From 1 July 2005 to 31 December 2005

	1.1.
	E20
	Hypoparathyroidism

	1.2.
	E83.1
	Disorders of iron metabolism

	1.3.
	E89
	Postprocedural endocrine and metabolic disorders, not elsewhere classified

	1.4.
	E89.0
	Postprocedural hypothyroidism

	1.5.
	E89.1
	Postprocedural hypoinsulinaemia

	1.6.
	E89.2
	Postprocedural hypoparathyroidism

	1.7.
	E89.3
	Postprocedural hypopituitarism

	1.8.
	E89.4
	Artificial ovarian insufficiency

	1.9.
	E89.5
	Artificial testicular insufficiency

	1.10.
	E89.6
	Postprocedural adrenocortical(-medullary) hypofunction

	1.11.
	E89.8
	Other artificial endocrine and metabolic disorders

	1.12.
	E89.9
	Artificial endocrine and metabolic disorders, unspecified

	1.13.
	M80
	Osteoporosis with pathological fracture

	1.14.
	M81
	Osteoporosis without pathological fracture

	1.15.
	M82
	Osteoporosis in diseases classified elsewhere

	2. From 1 January 2006 to 30 June 2006

	2.1.
	B18.0
	Chronic viral hepatitis B with delta-agent

	2.2.
	B18.1
	Chronic viral hepatitis B without delta-agent

	2.3.
	B18.2
	Chronic viral hepatitis C

	2.4.
	E28.3
	Primary ovarian failure

	2.5.
	K86.1
	Other chronic pancreatitis

	2.6.
	K91.2
	Postsurgical malabsorption, not elsewhere classified

	2.7.
	N92.0
	Excessive and frequent menstruation with regular cycle

	2.8.
	N92.1
	Excessive and frequent menstruation with irregular cycle

	2.9.
	N92.2
	Excessive menstruation at puberty

	2.10.
	N92.3
	Ovulation bleeding

	2.11.
	N92.4
	Excessive bleeding in the premenopausal period

	2.12.
	N92.5
	Other specified irregular menstruation

	2.13.
	N92.6
	Irregular menstruation, unspecified

	2.14.
	N95.3
	States associated with artificial menopause

	2.15.
	O22.3
	Deep phlebothrombosis in pregnancy

	2.16.
	O22.9
	Venous complication in pregnancy, unspecified

	2.17.
	099.1
	Other diseases of the blood and blood-forming organs and certain disorders involving the immune mechanism complicating pregnancy, childbirth and the peurperium

	2.18.
	O99.4
	Diseases of the circulatory system complicating pregnancy, childbirth and the peurperium

	2.19.
	F98.0
	Nonorganic enuresis

	2.20.
	T91.1
	Sequelae of fracture of spine

	2.21.
	T91.2
	Sequelae of other fracture of thorax and pelvis

	2.22.
	T91.3
	Sequelae of injury of spinal cord

	3. From 1 July 2006 to 31 December 2006

	3.1.
	M02.3
	Reiter’s disease

	3.2.
	M02.8
	Other reactive arthropathies

	3.3.
	M07.3
	Other psoriatic arthropathies

	3.4.
	M31.3
	Wegener’s granulomatosis

	3.5.
	M31.4
	Aortic arch syndrome

	3.6.
	M31.5
	Giant cell arteritis with polymyalgia rheumatica

	3.7.
	M35.0
	Sicca syndrome (Sjogren)

	3.8.
	M35.3
	Polymyalgia rheumatica

	3.9.
	M35.6
	Relapsing panniculitis (Weber-Christian)

	3.10.
	M45
	Ankylosing spondylitis

	3.11.
	M46.1
	Sacroiliitis, not elsewhere classified

	3.12.
	G54.5
	Neuralgic amyotrophy

	3.13.
	G54.6
	Phantom limb syndrome with pain

	3.14.
	G56.4
	Causalgia

	3.15.
	B02.2
	Zoster with other nervous system involvement

	3.16.
	T91.3
	Sequelae of injury of spinal cord
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Annex 7
 Cabinet Regulation No. 418

14 June 2005

Plan for Inclusion of Medicinal Product Common Names on the List A

	No.
	Date of inclusion
	Groups of medicinal products to be evaluated

	1.
	1 July 2005
	Medicinal product common names (seven characters in the anatomical chemical classification), which are included on the list of reimbursable medicinal products according to diagnoses with the amount of reimbursement 90%, 75% or 50% if the  medicinal product names of more than one manufacturer are included within the scope of the medicinal product common name

	2.
	1 January 2006
	Medicinal product common names (seven characters in the anatomical chemical classification), which are included on the list of reimbursable medicinal products according to diagnoses with the amount of reimbursement 100% if the medicinal product names of more than one manufacturer are included within the scope of the medicinal product common name

	3.
	1 January 2007
	Groups of medicinal products (three characters in the anatomical chemical classification), medicinal product common names that are included therein are included on the list of reimbursable medicinal products by diagnoses with the amount of reimbursement 90%, 75% or 50% if the medicinal product names of more than one manufacturer are included within the scope of the group of the medicinal product

	4.
	1 July 2007
	Groups of medicinal products (three characters in the anatomical chemical classification), medicinal product common names that are included therein are included on the list of reimbursable medicinal products by diagnoses with the amount of reimbursement 100% if the medicinal product names of more than one manufacturer are included within the scope of the group of the medicinal product
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