Ministry of Health of Ukraine                    

 Odessa National Medical University

Faculty of Pharmacy

Department    of Organization and Economics of Pharmacy
Discipline       Pharmacoeconomics
Year of study   4         Term 7 
GUIDELINES FOR LECTURE #2
“Costs as a pharmacoeconomic category. Ways to optimize the cost of public health”
Discussed and approved 

at the meeting of the Department 

of Organization and Economics of Pharmacy

Minutes # 1  “28” 08 2020
Head of the Department, Prof. ___________L.M. Unhurian

Odessa, 2020
Lecture №2 "Costs as a pharmacoeconomic category. Ways to optimize the cost of public health"
1. Relevance of the topic. The main object of study in pharmacoeconomicsthesethere are costs in financial terms for effective pharmacotherapy with different medical technologies. Identification of costs is the basis of modern pharmacoeconomics, comparing medical technologies on a sufficient set of patients (populations) makes it possible to obtain information about all possible costs that exist for a particular medical technology for the study period.
2. Objectives of the lesson:
Learnflax goals:
students must:
· to study classification of vitrat in pharmacoeconomicsthese;
· identify the costs of specific medical technologies;

· conduct calculationnkand the cost of specific medical technologies; 

· to assimilate directions of optimization of budgetary (and extrabudgetary) expenses for health care;

· apply discounting when calculating pharmacoeconomic costs.
Educational goals: 
· to bring up in students the responsible attitude to study of pharmacoeconomics, methodology and logic of scientific research, evidence-based medicine, which allows to form the ability to apply knowledge in the process of further study and in professional activities;
· to form professional pride for the high rank of pharmacist; 

· to educate students to comply with the requirements of pharmaceutical ethics and deontology.  
3. Plan and organizational structure of the lecture
	№№
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	The main stages of the lecture and their content
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	Type of lecture. Lecture equipment.
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6.
	Preparatory stage.
Defining a learning goal.

Providing positive motivation.
The main stage.
Presentation of lecture material according to the plan:
1. Costs as a pharmacoeconomic category. 
Relevance of pharmacoeconomic costs.
1. 2. Classification of pharmacoeconomic costs.

3. Types, purpose and characteristics of direct medical costs (fixed, average, variable, marginal).

4. Characteristics of direct non-medical costs.

5. Indirect costs. Uncalculated costs.
6. Methods for determining the cost of productivity.

7. Discounting: definition, application in the calculation of costs.
8. Principles of reimbursement of drug costs in Ukraine (reimbursement).

The final stage.
Lecture summary. General conclusions.

The lecturer's answer to possible questions.

Tasks for self-preparation.​​
	 I


	In accordance with the publication: "Guidelines for planning, preparation and analysis of lectures."​​​​​​​​

References, questions, tasks.
	5%

85 - 90%

5%


4. Content of lecture material:
	1. Costs as a pharmacoeconomic category. 
Relevance of pharmacoeconomic costs. 
	2. Classification of pharmacoeconomic costs.

	3. Types, purpose and characteristics of direct medical costs (fixed, average, variable, marginal, non-computational).
	4. Characteristics of direct non-medical costs. 

	5. Indirect costs. Uncalculated costs.
	6. Methods for determining the cost of productivity.

	7. Discounting: definition, application in the calculation of costs.
	8. Principles of reimbursement of costs for medicines in Ukraine (reimbursement).


· structural and logical scheme of the content of the topic
COSTS
↓

Cost classification

↓

Tasks-calculations on expenses
- text of medicine:
1. Costs as a pharmacoeconomic category. 
One of the main categories in pharmacoeconomicsthese there are costs.
 Cost - tangible and intangible costs associated with the treatment or prevention of the disease.
Costs in the economy - the reduction of economic benefits as a result of disposal of cash or other property.
Costs - reduction of tangible assets, cash, etc., Iwhich occur in the process of conscious human; reduction of certain resources in physical processes.

In pharmacoeconomics, there is a clear specific classification of economic costs for pharmacotherapy and diagnosis, which allows to take them into account for the functioning of health care, including insurance medicine.
Expenses are measured in financial terms (monetary units).
Relevance of pharmacoeconomic costs.
According to ISPOR requirements, all costs are divided into relevant and irrelevant. 

To relevantxcosts include costs that are important to the person from whose position the analysis is conducted or the purpose of the study is set. These costs are paid by the customer or such costs affect the consumption of drugs (which is important for the manufacturer), or the relevant insurance services (which is important for the doctor and health insurance services).

Relevant costs are significant for the drug manufacturer. The increase in the cost of treatment for the consumer leads to a decline in sales of drugs on the market, so the manufacturer must prove that the high costs will be offset by saving the full course of treatment with a new drug.

For the patient, the relevance of the costs means the patient will be able to choose the form of health insurance and how it will be paid. Relevance is determined by the degree of importance of costs for a particular consumer, as well as those of which consumers need to pay them. For example, the cost of manufacturing a drug is relevant to the manufacturer, who further compensates them when selling the drug and making a profit.
2. Classification of pharmacoeconomic costs.
Costs are classified into:
1) direct medical costs (direct medical costs) - costs directly related to the provision of medical care;
2) indirect medical (direct non - medical costs) - costs associated with the incapacity of the patient at the time of treatment;

3) incurable costs - costs that cannot be determined in monetary terms (for example, discomfort or pain that the patient feels from the course of treatment).
3. Types, purpose and characteristics of direct medical costs (fixed, average, variable, marginal).
Characteristics of direct costs.
Direct costs (direct costs) - costs directly related to the provision of medical care.
Direct medical expenses (direct medical costs) are the costs of providing medical care (diagnosis, treatment, disease prevention), which are reimbursed from the health care system (budget funds under the state health care system and / or funds of insurance companies for insurance medicine) .

Direct medical costs that are directly related to treatment, including drug therapy, are relevant to the health care system, insurance system, society as a whole.
Direct medical expenses include:
• costs for disease diagnosis (laboratory and instrumental studies);
• cost of medical procedures (surgical operations, rehabilitation manipulations, etc.).
• the cost of medicines for the course of treatment;
• cost of tests, analyzes of efficiency and safety of the corresponding drugs;
• the cost of eliminating the side effects of the drug;
• the cost of a bed-day in the hospital or the cost of services provided to the patient at home, including junior medical staff;
• the cost of professional medical services (earned salary of medical workers, payment for medical consultations);

Direct medical costs, depending on their variability, are divided into several groups.
Classification of direct medical expenses
	View costs
	Articles
	Appointment
	Examples

	Therapeutic
	course of treatment
	the price of the drug
	the cost of the drug for the course of treatment

	
	Supporting materials
	price of the system, catheter
	syringe, system, cotton wool, alcohol

	
	analysis of efficacy, safety of drugs
	kinetic-therapeutic monitoring of drugs
	determination of the level of aminoglycoside antibiotic in plasma

	
	side effects of drugs
	biochemical,

physical,

hematological
	determination of aminotransferase activity, determination of neutrophil count in cytostatic treatment

	Others
	hospitalization
	 
	the cost of a bed-day

	
	diagnostics
	biochemical,

physical,

microbiological
	creatinine level,

ECG, pressure,

bacteriuria

	
	medical workers
	 
	salaries of medical staff


 Direct medical expenses have a more detailed classification, depending on their nature they are divided:

1) fixed (fixtures);

2) variable (variable states);

3) medium (average sosts);

4) maximum (marginal sosts);

5) increase in costs (instrumental costs);

6) possible (orrortunitu sosts);
Fixed costs- costs for treatment, diagnosis and prevention of the disease are set in a particular medical institution. Among them are:
• institution costs - costs associated with the maintenance of a medical institution, independent of the use of specific medical technology (repair, heating, water supply, etc.);
• standard costs - costs determined for a particular medical technology in a given medical institution and vary slightly depending on the individual characteristics of the patient (the cost of a particular laboratory method, taken a single, daily and course dose, etc.).
Variable costs (variable costs) - costs that may vary depending on the conditions associated with the biological diversity of patients in a given population, with their individual characteristics (for example, costs arise as a result of changes in the usual dose due to age and weight patient, prolongation of treatment, the need to eliminate adverse reactions to the drug, etc.).
Medium costs (average costs) - the average amount of costs for the diagnosis of the disease and the use of a particular treatment regimen in a particular medical institution.
Marginal costs (marginal costs) - the difference in the cost of treatment of one disease by two different medical technologies (traditional and alternative).
Increasecosts - reflect the change in costs when using different treatment technologies and characterize how much the cost of pharmacotherapy increases with the use of modern drugs. An example of such costs is the cost of treating infectious diseases in a population of patients receiving cytostatic treatment. Cytostatics are often prescribed for acute lymphocytic leukemia, they can cause febrile neuropenia, requiringandnfektsandonnohimtreatment. For this nosological form is difficultthem factor is such a reality, with febrileher neutropenia can paradoxically reduce the cost of cytostaticistreatment, however at the big defeat of a bone marrow it is impossible to finish a cycle of reception of cytostatics or it is necessary to reduce a dose. In the study of the effectiveness of drugs of growth factors, in particular molgramostandNin or filgrastandNin, it is assumed that with a decrease in neutropenia decreases Mr.atgandantibiotic, but papadoxically, the use of these drugs can reduce the consumption of cytostatics. Therefore, it is necessary to study the increase in costs in such medicalhertechnologies, in particular, the cost of hospitalization and anti-infective drugs. The cost of cytostatics is taken into account as they increase. But this is not a negative phenomenon, because it means choosing the optimal cytostaticNtreatment, when at the same time a high benefit for the patient and the rational use of cytostatics are expected.
Possiblecosts are costs that are subject to optimization due to the functioning of the market. For example, in pharmacoeconomic studies, it is accepted that the price of a drug is determined on the basis of the maximum price set by the relevant ministry. However, in the pharmaceutical market there is sufficient competition, so the doctor can choose such a drug, has a much lower cost (due to the numericalher discounts, flexible interaction of the distributor and the hospital), or the drug has equipotentialinaction, but lower wholesale costs (choice of generic drug). Such costs are also called variable, because they can differ significantly in the purchase price.

I regulate different circumstancesть drug policy will provideNno. For example, many countries regulate prices and categopandmedicine. Drug categorization - inclusion of drugs in the list,what is carried out by the commission which establishes for the concrete preparation the size of compensation for its unit, ie by installedindaily dose. For drugs with large surchargessickm real consumption stillx drugs are insignificant, so manufacturers are forced to reduce the price of them. Thus, drugs appear on the market at a price different from their initial maximum cost. For example, lower compensation from insurance companies has forced manufacturers to lower wholesale drug prices.
4. Characteristics of direct non-medical costs. 
Direct non-medical costs
Direct non-medical costs (direct non-medical costs) are costs that are associated with the treatment of the patient and are reimbursed by the patient, his family members, sponsor or public organizations (social insurance authorities).
Classification of direct non-medical costs
	Type of costs
	Appointment
	Examples
	Financing

	Delivery to the doctor
	for review
	Travel expenses
	patient

	Surcharges
	Medicines; services
	type of insurance; 
	patient

	Over-the-counter medications
	Tonic therapy
	vitamins
	patient

	Medical auxiliary materials
	 
	bandage; wheelchair
	sick or social fear

	Disability
	Material assistance
	Payment of days of incapacity for work
	social security

	shoes, clothes
	 
	shoes, clothes for diabetics
	Sick or social fear

	Diet
	specifics of nutrition
	dishes without glucose
	Sick or social fear


Direct non-medical costs include:
• the cost of delivery of the patient to the medical institution by personal or public (unsanitary) transport;
• the cost of over-the-counter drugs;
• the cost of dietary nutrition;
• cost of medical aids;
• the cost of shoes, clothes for the hospital;
• surcharges for medicines, medical care.
5. Indirect costs. Uncalculated costs.

Indirect costs.
Indirect costs (indirect costs) - costs associated with the incapacity of the patient at the time of treatment of the disease (as well as the absence of his relatives in the workplace, forced to care for the patient).

Indirect costs, first of all, are manifested in the underpayment of wages to patients and / or caregivers during his incapacity. The inability to participate in the production process leads to a lack of profit by the company where the patient works, as well as society as a whole (due to a decrease in output due to the absence of the employee in the workplace, reduced tax revenues). Indirect costs also include costs associated with the need for social security, as well as benefits associated with the death of the patient.

Indirect costs include:

• losses of the state caused by the absence of the patient at work;

• losses caused by the absence of the patient's relatives at work;

• losses in production (reduced productivity at the enterprise or the cost of temporary replacement of a sick employee);

• losses from disability or premature death in working age.

In its fullest form, the concept of "indirect costs" includes both the costs of society (loss of production) and social costs (payment of pensions but disability, sick pay, non-payment of taxes due to illness).

The share of indirect costs is the largest part of the total costs of diseases that occur in young, active working age. In the case of diseases in the elderly, the share of indirect costs will be less significant.

Indirect (indirect) costs are relevant both to the patient (there is a reduction in wages and lower living standards) and to the state (reduction of gross national income and, accordingly, reduction of social and health insurance payments).
Uncalculated costs.
Innumerablecosts (intangible costs) - costs that cannot be determined in monetary terms, related to the characteristics of the disease and its manifestations in society (for example, pain and suffering experienced by the patient as a result of treatment); described verbally and evaluated using quality of life indicators.

The most complete concept of "indirect costs" includes the costs of society (loss of production) and social costs (disability pensions, sick pay, non-payment of taxes due to illness). Social expenditures, with the exception of non-payment of taxes, are considered as payments that are included in the budget. Their presence or absence does not affect society, as payments are already invested in the relevant expenditure items.
6. Methods for determining the cost of productivity.
Two methods are used to consider the loss of productivity:
1. The method of "human capital", Based on the calculation of potential production losses. This uses the average accrued salary (it is assumed that the level of average wages is equivalent to the marginal income). In the case of total incapacity for work, the total amount of income from the age of full incapacity for work before retirement is taken as the cost of production. Disadvantage of the method: in the long-term absence of the employee or the onset of total disability costs can be offset by hiring another employee, and with short passes work can be performed by other employees or patients after his return to work.
2. The method of "frictional value".When using this method, the cost of productivity as a result of the disease depends on the time period required by the organization to restore the restoration of initial productivity. This time period is called frictional. To use this method, it is necessary to know the frequency of fractional periods, their duration, the relationship of absences due to illness with productivity (elasticity of working time from productivity), loss (acquisition) of productivity and the medium-term impact on the economy. Disadvantage of the method: the difficulty of determining the friction periods and associated costs. The main difficulties in applying these two methods are the difficulty of determining production losses for the disabled, the unemployed, and retirees.

Stages of cost calculation in pharmacoeconomic research.

Stages of cost calculation:

• Identification and description of all types of resources that accompanied the treatment of the disease (compiling a list of methods of diagnosis and treatment, medicines, determining the time spent by medical, administrative and support staff, etc.).

• Quantitative assessment of installed resources in physical units (number of bed-days, number of medical manipulations, used medical care items, visits to the patient by a doctor, etc.).

• Evaluation of each of the resources used in monetary terms (the cost of one bed-day, one visit to the doctor, one diagnostic examination, etc.).

• Adjustments for uncertainty and time (discounting).

• Calculation of the amount of costs.

When calculating the cost of treatment, all costs are taken into account for a certain period of time, which can be much longer than the time of direct treatment (for example, the duration of the drug). Thus, when conducting a course of chemotherapy for cancer, the effect of therapy is assessed over the course of several years after discontinuation of drugs. After all, often the use of the drug can increase the cost directly on drugs, but after some time - to save on other items (reducing the frequency and severity of "expensive" complications such as sepsis, reducing bed-days with reduced costs of hospitalization ). Therefore, such an approach to cost estimation in pharmacoeconomic research is necessary,

Sources of information for calculating costs can be:

- Registration card of the patient (number of medical examinations, tests, manipulations, drug administration, etc.);

- Medical histories;

- Databases used in the hospital;

- Results of patient surveys;

- Tariffs for medical services used for mutual settlements between medical institutions;

- Tariffs of insurance companies;

- Price lists on the cost of drugs;

- Accounting calculations of ZhSU;

- Information on the patient's salary and other monetary and financial documents.
7. Discounting: definition, application in the calculation of costs.

Discounting - accounting when calculating the cost of uncertainty and time factor in the form of a coefficient (discount).

When conducting an economic analysis, it is recommended to take into account the fact that the costs incurred now are subjectively accepted as more tangible than those expected to be incurred in the future, mainly due to inflation, uncertainty of the future and some "depreciation" of money as security increases. society. In cases where the treatment lasts a year or more, the costs are calculated by the formula:

Р = С1 / (1+ r) + С 2 / (1 + r) 2 + Сз / (1 + r) 3 + Сn / (1 + r) n

where, P is the value at the moment, taking into account discounting;

C - the cost in the first year, the second ...... nth;

d - the level of discounting (on average from 3 to 5%).

The later, counting from today, the costs should be, the lower their cost today.

Example.

It is necessary to calculate the cost of treatment of one patient with diabetes for 5 years, given that the total cost of the disease per year is 6000 UAH. The discount rate is 3%.

The calculation is carried out according to the formula

P = 6000 / (1 + 0,03) + 6000 / (1 + 0,03) 2 + 6000 / (1 + 0,03) 3 + 6000 / (1 + 0,03) 4 + 6000 / (1 + 0.03) 5 = 5825.24 +5655.58 + 5490.85 + 5330.92 + 5175.65 = 27478.24 UAH.

Thus, the cost of treatment of one patient with diabetes for 5 years, taking into account the discount is 27478.24 UAH.

Excluding discounting, the cost of diabetes treatment is higher and is 30,000 UAH.
8. Principles of reimbursement of costs for medicines in Ukraine (reimbursement)
Reimbursement of expenses (English reimbursement - reimbursement) reimbursement in the pharmaceutical sector is a reimbursement of the cost of medicines and medical devices to pharmacies from the state.

In most European countries, insurance medicine has been introduced, and the cost of medicines is reimbursed by the state at the expense of the national insurance fund. In these countries, special commissions have been set up to determine the cost of medicines, various models are used to calculate their marginal price, mechanisms for reimbursing the cost of treatment, and others.

There are two main methods of compensation in the reimbursement system in the world:

· payments to insured persons and payments by a pharmacy. If it is necessary to make payments to the insured person, such payments are made directly by the insurance company on the basis of received invoices for medical services or medicines;

· payments to pharmacies are made by the insurance company on the basis of agreements between the insurance company and the relevant pharmacy.
Reference priceIs the price of medicines of one group affiliation (pharmacotherapeutic group, dosage form, etc.), at which the reimbursement (compensation) of the cost of pharmaceutical care to the population is calculated. The system of reference prices belongs to the indirect methods of state regulation of pricing.

Reimbursement of the cost of medication can be partial or complete. In many European countries, there are positive and negative lists of drugs that are or are not subject to reimbursement. In addition to such lists, methods of evaluating the effectiveness of treatment, the feasibility of prescribing the drug are also needed. In countries where reimbursement has been introduced, there are commissions to determine the cost of medicines, use mathematical models to calculate the marginal price of medicines, developed specific mechanisms to reimburse the cost of treatment, and so on. The process of registration of medicinal products is usually regulated by a special directive, and control over their prices is carried out on a regulatory basis. In EU countries, the compensation for the cost of medicines for the population, insurance prescriptions, is 70-90%.

The Genesmiddelen Vergoedings Systeem (GVS) system has been in place in the Netherlands since 1991. All medicines, the cost of which is reimbursed to patients, are included in the positive list, which has three main sections. Section 1A drugs are clustered according to indications for use and similar therapeutic efficacy, and if the price exceeds the maximum price set for this cluster (average price from that set in the UK, France, Germany, Belgium), patients are reimbursed. Medicines that have additional therapeutic value (ie higher efficacy, no side effects, more convenient dosage, etc.) and have no restrictions on reimbursement belong to section 1B. Section 2 contains such drugs that are reimbursable only under certain conditions (for example,

In the Netherlands, innovative Group 1B medicines, in addition to having additional therapeutic value, must also be cost-effective and not exceed a certain budget. In order to achieve higher reliability of studies of cost / effectiveness, they are conducted in accordance with the Recommendations for pharmacoeconomic analysis. However, according to a study (Hoomans T., 2010), the quality of pharmacoeconomic dossiers submitted by manufacturers significantly influences the Committee's decision to include (or not include) an innovative drug in a positive list in the Netherlands (Severens JH., 2010).

In Germany, the system of reimbursement of the cost of drugs for a long period of its development is already quite standardized and provides not optimal but sufficient treatment. That is, a doctor who has two alternative medical technologies for the disease is always obliged to choose the method and those drugs that are cheaper, provided that they are sufficient to achieve a therapeutic goal. Only those drugs that are sold through pharmacies are reimbursed. In Germany, the bulk of medicines in circulation are subject to mandatory sale through pharmacies. The cost of over-the-counter medicines sold through pharmacies (OTC Arzneimittel) is not reimbursed. This provision has, however, certain exceptions, does not apply to children under the age of 12, as well as to persons with disabilities, until they reach 18 years of age. In addition, there is an exception for over-the-counter drugs, but they are "standard therapies for the treatment of serious illnesses." The disease is considered severe if there is a threat to life or it adversely affects the quality of life over a long period of time.

A drug is considered standard if the therapeutic benefit of treating a serious illness corresponds to the generally accepted level of advances in medicine. The list of over-the-counter drugs, the cost of which as an exception may be reimbursed by health insurance funds, is determined in a positive list. Some prescription drugs for the treatment of mild diseases are also excluded from the catalog of medicines that can be reimbursed under state health insurance. These include, for example, medicines used to treat colds, colds, coughs, some painkillers and laxatives, mouthwashes, etc., ie only for people over 18 years of age. The next group of drugs excluded from the catalog of medical services, the cost of which is reimbursed, are drugs, whose main purpose is to improve the quality of life (Lifestyle-Arzneimittel). These include drugs, the use of which is due to the private lifestyle of the insured person, serve to meet the personal needs of the patient or to treat the processes resulting from natural aging, or used in cosmetic treatment, which, from a medical point of view, is not necessary. Such drugs are, for example, drugs for weight loss, to improve hair growth, to get rid of nicotine dependence and the like. The list of Lifestyle-drugs is given in a special list. which is a consequence of natural aging, or used in cosmetic treatment, which, from a medical point of view, is not necessary. Such drugs are, for example, drugs for weight loss, to improve hair growth, to get rid of nicotine dependence and the like. The list of Lifestyle-drugs is given in a special list. which is a consequence of natural aging, or used in cosmetic treatment, which, from a medical point of view, is not necessary. Such drugs are, for example, drugs for weight loss, to improve hair growth, to get rid of nicotine dependence and the like. The list of Lifestyle-drugs is given in a special list.

A negative list of drugs is determined - these are economically unjustified drugs with an indication of the trade name, dosage form and name of the manufacturer, which is determined jointly by the federal commission. State health insurance funds reimburse the cost of medicines only when they are used within the registered indications. However, sometimes, in particular in the treatment of cancer, successful treatment without the use of drugs without registration is impossible.

The term "off-label-use" in Germany is the use of a medicinal product: outside the registered indications; in unregistered combination with other drugs; within the registered indications, but in a different (unregistered) dose (g) or dosage form.

"Aut idem" from Latin means "or the same." Under the "Aut idem" rule, a German pharmacist has the right to replace a prescription drug with another with the same active ingredient. Today, prescription forms by default contain the mark "Aut idem", which gives the right to replace the drug with another. If the doctor wants the patient to be given exactly the medicine he has prescribed in the pharmacy, he must exclude the application of the "Aut idem" rule with the appropriate mark on the prescription. If such an exception is not indicated on the prescription, or only the active substance is indicated on the prescription, the pharmacist is obliged to give the patient the cheapest drug that meets the requirements of the prescription.

However, in some countries, in particular in Hungary, in order to save money, they intend to make changes to the reimbursement system (savings will amount to 39 million euros annually). Since mid-2009, in Hungary, the government has reduced the insurance coverage for orthopedic shoes from 80% to 50%, and hearing aids are now 75% reimbursable for children and 70% for adults. Since 2010, the process of evaluating the effectiveness of treatment has been standardized, and the list of drugs subject to reimbursement has been clarified.

The list of reimbursed medicines in Romania includes drugs for the treatment of AIDS, diabetes and cancer. In accordance with the adopted Order of the Ministry of Health of June 10, 2013 № 724, the system of reimbursement for medicines was changed. A special group at the Ministry of Health for the assessment of medical technologies (NTA) has been approved. Decision-making on reimbursement of the cost of a new innovative drug on a 10-point scale according to the following method:

1 point - a positive evaluation of the drug of the French Agency - HAS;

1 point - a positive conclusion of the drug in the Agencies NICE / SMC / AWMSG (England / Scotland / Wales);

1-2 points - the presence of the drug in the reimbursement lists of 26 European countries;

1-2 points - evidence of the effectiveness of the drug;

1-2 points - evidence of relative safety of the drug;

1-2 points - patient reports on the results of treatment with the drug (PRO).

A positive decision is made by the commission if there are more than 6 points on this scale, then the drug is included in the updated list of drugs that are reimbursed in Romania.

Bulgaria has adopted new Rules for pricing and reimbursement of medicines from May 2013. A National Council has been established, which is responsible for setting drug prices and reimbursing them (reimbursement), although there is no OMT Agency in this country yet, but cost-effectiveness indicators and budget impact analysis are taken into account when determining drug reimbursement.

In the Czech Republic, when determining the reference price for reimbursement, the average price of the three cheapest drugs available on the market of 18 EU countries is determined. The reimbursement price is equal to the price of the generic, and innovative drugs are registered when additional clinical efficacy is confirmed according to randomized trials.

In Lithuania, a special competent authority updates reimbursement lists 4 times a year with the trade names of medicines and the prices declared on them. Reimbursement of the cost of the same drug may be different (50, 80, 100%) depending on the patient's disease. In each administrative region there is a patient fund, which, having received funding from the state budget, makes settlements with pharmacies involved in the reimbursement system. Patients have personal prescription books, and therefore doctors are deprived of the opportunity to abuse prescription forms and prescribe drugs uncontrollably. The patient is obliged to reimburse at his own expense not only the difference that is not reimbursed, but also all pharmacy and distribution surcharges. Pharmacies submit prescription forms to patient cash registers and receive payment for them within 30 days.

In Ukraine, for the first time since 2012, a pilot project to reimburse the cost of antihypertensive drugs was introduced, the introduction of a reimbursement system for drugs for the treatment of diabetes and cancer.
5. Materials on activating students during the lecture (questions, tasks, problem situations, etc.).
Question.
1. What is a cost as a pharmacoeconomic category?

2. Describe the relevance of pharmacoeconomic costs.

3. Give a classification of pharmacoeconomic costs.​​​​

4. Define direct medical and direct non-medical costs and describe their types.

5. What are indirect costs? What is necalculated costs? Define discounting.

6. Describe principles of reimbursement of costs for medicines in Ukraine (reimbursement).
6. General material and methodological support of the lecture:


lecture audience;

·  equipment:

overhead projector, epidiascope, slides;
·  equipment:
personal computer, inFocus;
· illustrative materials:
· presentation

7. Materials for self-preparation of students:


and). on the topic of the lecture (literature, questions, tasks, test tasks)
literature:
1. Zaliska OM Pharmacoeconomics and rational use of drugs: Textbook / Ed. BL Parnovsky. - Lviv, VF Afisha LLC, 2014. - 252 p.

2. Yakovleva LV Pharmacoeconomics: A textbook for students of higher educational institutions / Yakovleva LV - Vinnytsia; New book, 2009. - 208 p.

3. Zaliska OM Pharmacoeconomics: Textbook / Ed. BL Parnovsky. - Lviv, Poster, 2007. - 374 p.
4. Organization and economics of pharmacy. Part 1. Organization of pharmaceutical support of the population:: nat. near. for students. higher textbook lock / А.С. Немченко, В.М. Nazarkina, GL Panfilova and others; for order. A.S. Nemchenko. - Kharkiv: NUPh: Golden Pages, 2015. - 360 p. - (National textbook).
5. Fundamentals of law and legislation in pharmacy: national textbook. for students of higher educational establishments / А.А. Kotvitska, IV Kubareva, OO Surikov and others; for order. A.A. Kotvitskaya. - Kharkiv: NUPh: Golden Pages, 2016.- 528 p. (National textbook).
question:
1. Costs as a pharmacoeconomic category. Relevance of pharmacoeconomic costs.

2. Classification of pharmacoeconomic costs.

3. Types, purpose and characteristics of direct medical costs (fixed, average, variable, marginal).

4. Characteristics of direct non-medical costs. 

5. Indirect costs. Uncalculated costs.

6. Discounting: definition, application in the calculation of costs.

7. Principles of reimbursement of costs for medicines in Ukraine (reimbursement).
test tasks (attached separately)

b) on the topic of the next lecture"Pharmacoeconomic analysis: general provisions. Method of pharmacoeconomic analysis "total cost of the disease", "cost minimization".
1. General characteristics of the pharmacoeconomic method "total cost of the disease": purpose, features, methods of calculation, advantages and disadvantages of the method, scope. 

2. Pharmacoeconomic evaluation of treatment by the method of "total cost of the disease". 

3. Principles use of the results of pharmacoeconomic analysis by the method of "total cost of the disease" to calculate tariffs for certain medical services, medical technologies, drug therapy schemes. ​​

4. Calculations of tariffs for medical technologies and schemes of drug therapy on the example of individual diseases.

5. General characteristics of the pharmacoeconomic method "cost minimization": purpose, conditions, features of the method, the main stages of implementation, the method of calculation, the advantages and disadvantages of the method, the scope of practical application. 

6. The value of bioequivalence studies in determining the identical efficacy of generic drugs and original drugs.

7. Regulatory framework for bioequivalence research in Ukraine. 

8. Pharmacoeconomic analysis of drug therapy schemes and other medical technologies using the method of "cost minimization" on the example of individual diseases. ​​​​

9. The use of the method of "minimization of costs" when comparing original and generic drugs (on the example of individual drugs). 
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