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1. Introduction
Organization and rigorous management of the pharmacy are crucial in all health facilities in order to:
– maintain a permanent stock of essential medicines and supplies of quality;
– reduce costs;
– save time and optimise the work of the staff;
– facilitate management and continuous consumption evaluation.
In any case, national pharmaceutical policies and regulations must be taken into account when implementing pharmaceutical activities.
Medicines account for 20–60% of health spending in low- and middle-income countries, compared with 18% in countries of the Organisation for Economic Co-operation and Development (OECD). Up to 90% of populations in developing countries buy medicines through out-of-pocket payments, making medication the largest family expenditure item after food. High prices of medicines might force people to forego treatment or go into debt. As a result, medicines are inaccessible to large sections of the global population and a major burden on government budgets.  

Affordable prices are designated by WHO as a determinant of access to medicines – together with rational selection and use, sustainable financing, and reliable health and supply systems. Despite some clear successes, many countries are still failing to implement policies and programmes to improve access to affordable medicines. The challenges faced differ by country but a common problem is the lack of technical capacity to analyse and interpret the relation between price data and local policies and to respond effectively to high prices or unusual price variations. 

Lack of political commitment due, for example, to conflicting industrial or trade policies, can also act as a barrier to the adoption of strategies to reduce the price and improve the availability of medicines.
2. Regulation of mark-ups in the pharmaceutical supply and distribution chain
 

A mark-up represents the additional charges and costs that are applied to the price of a commodity in order to cover overhead costs, distribution charges, and profit. In the context of the pharmaceutical supply chain, policies might involve regulation of wholesale and retail mark-ups as well as pharmaceutical remuneration.
WHO Recommendations
· As part of an overall pharmaceutical pricing strategy, countries should consider regulating distribution chain mark-ups (i.e. regulation of distributors and wholesalers).
· As part of an overall pharmaceutical pricing strategy, countries should consider regulating retail chain mark-ups and fees (i.e. regulation of pharmacies, dispensing doctors, and dispensaries).


· If mark-ups are regulated, countries should consider using regressive mark-ups (i.e. lower mark-up for higher-priced products) rather than fixed percentage mark-ups, given the incentive that the latter provide for higher-priced products to receive a higher net margin.

· Countries should consider using remuneration/mark-up regulation to provide incentives for supplying specific medicines (e.g. generics, low volume medicines, reimbursable medicines) or to protect specific patients or population groups (e.g. vulnerable groups, remote populations).


· In systems where rebates and discounts in the distribution chain occur, countries shoud consider regulation and should make them transparent. This information should be taken into account when reviewing and regulating mark-ups and prices.
Tax exemptions/reductions for pharmaceutical products

Tax exemptions/reductions for pharmaceutical products

There are two main categories of tax: direct tax, which are levied by governments on the income of individuals and corporations, and indirect taxes, which are added to the prices of goods and services. Direct taxes, along with social security taxes, generally make up about twothirds of total government revenue in high-income countries. In low-income countries, indirect taxes, on international trade or on the purchase of goods and services, are major sources of government revenue. Policies relevant to pharmaceutical products might involve the reduction of taxes on medicines, or the exemption of medicines from taxes, particularly sales taxes. 

The policy review summarizes the use of VAT on medicines in high-income European countries, where VAT on medicines ranges from 0% to 25%. Many countries use a lower VAT rate on medicines than the standard VAT rate, while others exempt prescription medicines. In some high-income countries, such as Australia, Japan, and the Republic of Korea, medicines are tax-exempt. In the USA, the tax levied varies by state. Taxation on medicine in low- and middle-income countries ranges from 2.9% to 34%. In Ukraine VAT on medicines is 7%, and on another pharmaceutical goods – 20%. 
Cost-plus pricing formulae for pharmaceutical price setting
Cost-plus pricing is a method for setting retail prices of medicines by taking into account production cost of a medicine together with allowances for promotional expenses, manufacturer’s profit margins, and charges and profit margins in the supply chain. external reference pricing 
Benefits:

•  cost-plus pricing might stabilize medicine prices in unregulated settings

• The method might reduce out-of-pocket payments in an unregulated market

Downsides:

• Application of cost-plus pricing to medicines requires significant technical and human resources, particularly to obtain and validate reliable estimates of component prices such as active pharmaceutical ingredients.

• Formulae used by countries to calculate cost-plus prices can be manipulated to the advantage of manufacturers and disadvantage of patients

• Application of the policy to only selected medicines in a market may result in patients and professionals switching to other, potentially inappropriate, medicines.

• Cost-plus pricing applied to selected medicines alone may disadvantage local manufacturers or population subgroups
External reference pricing

ERP refers to the practice of using the price of a pharmaceutical product (generally ex-manufacturer price, or other common point within the distribution chain) in one or several countries to derive a benchmark or reference price for the purposes of setting or negotiating the price of the product in a given country. Reference may be made to single-source or multisource supply products. 

Benefits

• May be simpler than some other methods for price setting

• Allows international comparisons and benchmarking

Downsides

• The choice of countries as reference countries may lead to inflated prices

• If ERP used as the only method for price setting, entry of new products may be delayed and price manipulation may result.

• ERP use may result in higher-priced generic products

• May be deceptively ‘simple’ and result in locally inappropriate prices, if incorrect reference countries selected and/or the comparator prices are not the real prices paid

• Published prices may not reflect actual prices as these may be negotiated or conceal rebates, according to the legal systems in place. Countries need to know whether published prices are actual or special prices

• Data sources for comparator prices may be difficult to verify
Source: WHO guideline on country pharmaceutical pricing policies
3. Regulation of the Pharmaceutical Market in Ukraine
Great social significance of the pharmaceutical sector makes it subject to rigorous government regulation. The main purpose of the regulatory system in the pharmaceutical market is to ensure the safety, quality and efficacy of medicinal products. In order to achieve this goal, the state establishes a regulatory frame for the registration of medicinal products, pharmaceutical supervision, and licensing of business entities engaged in the production and marketing of drugs. Government regulations may affect the physical availability of drugs by setting the rules for public procurement, rules for drugs distribution through the wholesale and retail chains or creating incentives to expand the range of medicinal products, especially innovative ones. The regulatory system impacts the affordability of medicinal products for the final consumer through direct and indirect price controls, cost reimbursement of medicinal products. 
An effective regulatory system of pharmaceutical market have to ensure economic and physical availability of the efficient, safe and quality medicinal products for the patients. Its goals include the following: 
( Providing market access for the medicinal products that are of high quality, effective and safe for the patients (registration procedures); 
( Providing market access for the producers and distributors that meet established standards (licensing requirements); 
( Monitoring the efficacy and safety of drugs and controlling the quality of medicinal products supplied to the Ukrainian market both by domestic and foreign producers (pharmacovigilance and drug traffic control);
 ( Creating incentives for the domestic and foreign producers to supply effective and quality medicinal products to the Ukrainian market (economic regulation); 
( Ensuring affordability of medicinal products for population (economic regulation).
Economic regulation of the pharmaceutical market is expected to promote affordability of medicinal products for the public, and create the incentives for development/ smooth market access of the innovative medicinal products. There is a wide range of tools for economic regulation, including price reimbursement schemes, direct price regulation, promotion of competition by ensuring equal market access, particularly to public procurements. In the EU countries, economic regulation is mainly focused on price reimbursement and promotion of competition. In Ukraine, economic regulation is mainly focused on the direct and indirect price control. Direct Regulatory Mechanisms for Fixing Prices In Ukraine, two instruments are used for price regulation, namely mark-up regulation and price declaration. Maximum mark-ups are mandatory for the medicinal products that are on the List for procurement by the healthcare institutions when money from the state or local budgets are involved (CMU Resolution No. 1071 “On the Procedure for Procuring Medicinal Products by Budget-funded Healthcare Institutions” from September 5, 1996), as well as on the National list of the essential medicinal products and on the Mandatory minimum range of medicinal products 
There are several lists of medicinal products which prices are under the state regulation : 
· the National List of the Essential Medicinal Products and Medical Supplies (215 International Nonproprietary Names (INNs)), approved by Resolution of the Cabinet of Ministers of Ukraine No. 333 of 25 March 2008; 
· the List of Medicinal Products Produced by National and Foreign Companies which Can Be Procured by Healthcare Institutions and Establishments Fully or Partly Funded from the State or Local Budgets (784 INNs), approved by Resolution of the Cabinet of Ministers of Ukraine No. 1071 of 5 September 1996; 
· the Register of Insulin Drugs, particularly their procurement funded by local budgets is conducted upon declaration of changes in wholesale prices for such drugs, as approved by Resolution of the Cabinet of Ministers of Ukraine No. 73 of 5 March 2014. 
The maximum wholesale mark-ups for the medicinal products included in the National List of the Essential Medicinal Products and Medical Supplies (except for drugs, psychotropic substances, precursors and medical gases) and the Mandatory Minimum 64 Resolution of the Cabinet of Ministers of Ukraine No. 333 of 25 March 2009. 


 Range of (Social) Medicinal Products and Medical Supplies for Pharmacies should not exceed 10 % of the wholesale price (with taxes and duties included), and maximum retail mark-ups should not exceed 25 % of the procurement price with taxes included. A progressive scale of maximum retail mark-ups was applied till April 2015. Mark-ups are not applied to the medicinal products that are not included in the mentioned above lists and register. Original innovative drugs are subject to the same rules as generics. Producers’ prices are controlled by the requirement to declare changes in the wholesale prices. This applies solely to the medicinal products for procurement using public funds. Such medicinal products account for about 30% of all medicinal products registered in Ukraine. Declaring changes in the wholesale prices does not require any clarification of the reasons for these changes. A significant regional variation in prices for the same medicinal products is used as a justification for price regulation. For example, the price for Nebilet, as of late March 2015, was UAH 253.00 in Kyiv, UAH 126.04 in Zhytomyr, UAH 164.50 in Poltava, UAH 140.00 in Khmelnytskyi, UAH 220.00 in Ternopil and 139.00 in Lviv65 . In the EU countries, prices for medicinal products are also regulated ( in accordance with Directive relating to the transparency of measures regulating the pricing of medicinal products No. 89/105/EEC of 1989). For example, direct price regulation is used in France, Austria and the UK. However, usually it focuses on generics. In France, the maximum price for a generic drug is based on the price of original drug with a regulated minimum discount. In Austria, the first generic on the market gets the lowest minimum discount ( compared to the price of original drug), while the second and the following generics get higher discounts generics. Market pricing is applied only to the innovative medicinal products , and it works mainly in Great Britain, Germany and France (since 2003), while for the other medicinal products various price relation direct mechanisms are used67 .
Taxation Setting a preferential VAT rate (which is usually lower than the general one) is the main tax instrument for impacting prices for medicinal products. In Ukraine, a 7 % VAT rate for medicinal products was introduced in March, 2014. This brought about UAH 1.4 bln of additional budget revenues and a rise in drug prices for the final consumer. 
Regulating pharmaceuticals in Europe: striving for efficiency, equity and quality. European Observatory on Health Systems and Policies Series 68 “As the result of introduction of 7% VAT on medicinal products and medical supplies the budget will receive UAH 1.4 bln every year”, Holos Ukrayiny newspaper, available at: 86 Preferential VAT rates for medicinal products are widespread in the EU countries . According to EU Directive No. 2006/112/EC (Annex III), pharmaceutical products and certain medical supplies can be taxed at a lower VAT rate (but not less than 5%) set by national governments. The EU member states were very cautious in introducing VAT on medicinal products and raising its rate. Some of the EU countries managed to get the right to apply VAT rates which are lower than 5%. For example, France applies 2.1% VAT for the prescribed medicinal products. 
4. Medicinal Product Reimbursement Schemes 

All the EU countries have various reimbursement schemes for the medicinal products as an instrument for ensuring their affordability for the patients. They work in the following way: A list of medicinal products for reimbursement is approved by the competent national regulatory authority responsible for financing the healthcare facilities. The size of reimbursement for each medicinal product on the list is determined using the reference/comparable price method. In order to include the medicinal product in the reimbursement list, one should prove its therapeutic efficacy, high quality and cost-effectiveness, and low application risks70. Thus, medicinal products of low therapeutic efficacy and cost-efficiency, normally, are not covered by the reimbursement programs. The reimbursement rates can vary from 10 to 100 % of the reference price of medicinal product. The patient gets a prescribed drug in the pharmacy with a “ price discount” which is reimbursed for the pharmacy by a relevant institution (e.g. health insurance fund etc.). The reimbursement system allows to increase affordability of medicinal products for the patients and promote price competition between the suppliers of medicinal products for the participation in the reimbursement programs. Today, Ukraine is the only European country which does not offer wide reimbursement programs for medicinal goods for the public. So far, there were only pilot projects in this area. In 2012-2014, there was a successful pilot project of reimbursement for hypertension medicinal products (currently stopped). In the mid-2015, the insulin reimbursement program was piloted in 4 regions of Ukraine.
5. Price Regulation
Registration and declaration of prices for public procurement of medicinal products . 
In September 2011, the registration of wholesale prices for medicinal products and medical supplies included into the list for public procurement was introduced. The applicant was required to submit the calculation of the wholesale price for a medicinal product/medical device, the information on registered prices for medicinal products/ medical supplies in the country of origin, also in CIS and EU countries with price regulations, and the copies of custom declaration and the invoice for medicinal products/medical supplies of foreign origin. However, in September 2012, the price registration procedure was abolished due to the difficulties in its administration. It was replaced by the price declaration procedure. The next effort to increase affordability of medicinal products for public was undertaken in August 2014. A mandatory justification of prices for medicinal products procured with public funds was introduced together with the reference price mechanism for declaring changes of the wholesale prices. The declared wholesale price was calculated as an average of relevant prices in the countries from the reference list (a country of origin, Bulgaria, Moldova, Poland, Slovakia, Czech Republic, Latvia, Hungary, Serbia and Ukraine). However, due to the drawbacks in the selection of reference countries and numerous complaints from business this mechanism was abolished. 
Maximum Trade Mark-Ups. 
In October 2014, the maximum retail mark-up of 25% was established for the cheap medicinal products ( with prices below UAH 12). Before, this group of medicinal products was not a subject for regulated retail (except for the cases of public procurement). The aim was to keep low prices on the essential medicinal products. However, this measure caused a risk of shortages of drugs from the cheapest segment, since under the new regulation the pharmacies could not fully cover their expenses. 
The Mandatory Minimum Range of (Social) Medicinal Products Produced by Domestic Companies and Medical Supplies for Pharmacies. 
The Order of the Ministry of Health of Ukraine from December 29, 2011, introduced the Mandatory Minimum Range of (Social) Medicinal Products Produced by Domestic Companies and Medical Supplies for Pharmacies. It was considered to be an instrument to lower the risks of replacement of cheap drugs by the expensive ones in the pharmacies. However, in 2015 this mechanism was proposed to be cancelled as outdated and inefficient. Under direct regulation of mark-ups, the absence of reimbursement schemes always causes risks of shortage of cheap medicinal products. 
Taxation 
In 2014, 7% VAT was introduced for importing and distributing transactions with medicinal products and medical supplies. It was considered as a step forward in harmonizing Ukrainian legislation with the European standards. However, due to a 88 delay in adopting relevant by-laws, the imported medicinal products were subject to 20% taxation several months after after the law was passed. The introduction of 7% VAT for importing medicinal products/ medical supplies for clinical trials reduced the costs of the latter and facilitated their development. 
In 2015, the import duty of 5% was introduced for a year on a wide range of products  including the pharmaceutical ones. Together with a sharp devaluation of the national currency, this tax pushed up domestic prices of the imported drugs. 
  Reimbursement for Medicinal Products 
More than 20% of all medicines included in the Program are fully reimbursable, i.e. provided to patients with correct prescription completely free of charge.

The Affordable Medicines Program is being implemented in Ukraine promptly and efficiently. The Ministry of Health of Ukraine ensures timely and sufficient communication, and engages all local and national stakeholders in the program development. Since its launch, the program has quickly gained considerable momentum. The WHO experts underlined a positive trend, promoted by the program rules: continuous treatments and regular visits to the doctor ensure that a patient's chronic condition is under constant supervision of the doctor. Another important aspect of the Affordable Medicines program is the patients' choice of medicine brands, because doctors prescribe INN medicines, i.e. active substance, not the trade names.

Since April 2017, the Affordable Medicines Program has gradually become a regular component of the new healthcare system in Ukraine. More than 6.6 million Ukrainians have already benefited from the program, and received fully or partially reimbursable medicines with over 28 million prescriptions for a total amount of about UAH 1.6 billion. Currently, the program includes 261 medicines, 59 of which are fully reimbursable. There are 7,937 pharmacies participating in the program.

The WHO Regional Office for Europe supports the Ministry's initiative to expand the program to include the primary care gastrointestinal medicines and neuro-psychiatric molecules (antidepressants, antiepileptics, neuroleptics and anxiolytics). In addition, WHO suggests including medications for treating chronic obstructive pulmonary disease, as well as broad-spectrum antibiotics, analgesics (including controlled medicines for palliative care), steroidal and non-steroidal anti-inflammatory molecules.

A digitalization of the prescription system, and an active engagement of pharmacies should also be considered as potential options for the program improvement.

