Contribution by Poland to OHCHR analytical study on key challenges in ensuring access to medicines, vaccines and other health products (HRC resolution 50/13)

(a) What are the major obstacles at the national, regional and international levels to ensure equitable access to medicines, vaccines and other health products?
In the context of international inequality, economic issues are probably the biggest problem. It is more profitable for drug manufacturers to introduce more drugs to the market in Western countries. From a local perspective, residents of smaller towns have more difficult access to medicinal products, as sometimes there is no pharmacy or it is poorly stocked. 
In regard to equitable access to vaccines the problem lies rather in the lack of patients’ awareness or lack of will to be vaccinated than in the lack of or unequal access to vaccines. 
Ensuring equal access to medicine is an extremely important issue in assuring effective pharmacotherapy to patients. The issues regarding safety and monitoring of supply chains are related to the issues regarding the continuation of the actions, which, in terms of supply chains, are understood as maintaining the efficiency and regularity of processes, from supply, production, storage, transport, as well as the information flow in the logistics chain. 
The main issues regarding the distribution of medicinal products in Poland include: 
· Pharmacies’ tendency to „stock up”:

Creating large stocks causes problems with availability for other entities and thus unequal distribution of supplies, and consequently, unequal availability for patients. This is why it is desirable that general pharmacies, that are highly important part of medicinal products distribution system, obtain medicines in a reasonable and thoughtful way, in accordance with the expected demand.  
· Irregularities in the distribution chain: 

Possibly the fastest identification of the irregularities (e.g.  implementation of statutory duties related to permanent supplying of the pharmacies) is extremely important to ensure the drug safety. Efficient supervision on pharmacies and wholesalers enables eliminating those entities that do not fulfil the requirements of the Pharmaceutical Law, and which actions may lead to lowering the quality of medicinal product or to supplying the patients with medicinal products that originate from illegal sources (e.g. illegal supply chain). 
· Illegal practices of entrepreneurs:

One of the causes of shortages of medicinal products is also the desire to make quick profits by pharmaceutical wholesalers and/or different groups of interest and re-selling of medicinal products to other EU markets, where a significantly higher price is applied. Protection of medicinal products against its export from Poland is a crucial issue, as the aforementioned practice may be one of the root causes of shortages of some particular medicinal products on the Polish market.  
It is also important to stress that one of the main problems directly impacting the availability of medicinal products is suspension of supplies by MAHs. The causes of those actions may be related to business decisions (e.g. terminating the production of a medicinal product, withdrawing from European or Central European markets, or unexpected circumstances or force majeure, i.e. malfunctions resulting in no possibility to market the medicine).     
Above that, it is also essential to stress that the pharmaceutical market in Poland relies mostly on import. The limitations mentioned above are not specific for the Polish market, but are also visible in all European countries.  
(b) Please elaborate on the specific barriers, if any, that women and girls, older persons, children, persons living in poverty, or other persons or groups in situations of vulnerability or marginalization face in accessing medicines, vaccines and other health products. 
It is difficult to see particular barriers which are faced by women and girls in Poland in terms of the access to medicines. In case of unavailability of particular medicinal products, the problems are usually faced by all patients, regardless of sex or age. There are, however, medicinal products designated for use exclusively for women, e.g. products containing estradiol, that experience periodic availability problems; this is not, however, the matter of discrimination of women but the decisions of MAHs regarding cessation of supply to the market. In order to counteract marginalization regarding the access to medicinal products, the programme of free medicines has been broadened in 2023. This means that from now on, a selection of medicinal products is distributed free of charge to patients aged 18 or less, as well as to patients aged 65 or more. It is also important to stress that pregnant women are also ligible to purchase a selection of reimbursed medicinal products.  
Additionally, there are no pediatric forms for many approved drugs, which creates difficulties in pharmacotherapy. Current reform of European pharmaceutical legislation addresses this problem to some extent.
(c) Are there any legal or regulatory challenges that impact the accessibility and affordability of medicines, vaccines and other health products? 
The Minister of Health constantly conducts the legislative initiatives related to trade of medicinal products. Recently a number of solutions have been proposed, aiming to introduce the principle of priority in meeting the needs of Polish patients, tightening the national medicinal products sale system, as well as the introduction of detailed supervision of the trade in medicinal products. New provisions regarding the reimbursement of medicinal products have been introduced with the Act of 17 August 2023 amending the Act on the Reimbursement of Medicines, Foodstuffs Intended for Particular Nutritional Uses and Medical Devices and certain other acts (J. Laws from 2023 pos. 1938).  
(d) From your perspective, what are the main challenges in terms of international cooperation, partnerships and collaboration to ensure access to medicines, vaccines and other health products?
The greatest challenge in terms of ensuring the access to efficient and safe medicines is an increase in medicines production in Poland and in the EU. Improvement of the economic independence as well as transformation of the economy towards greater economic independence in the pharmaceutic area will be possible by creating appropriate conditions which will incentivise manufacturers to invest in the development of API production, intermediate products as well as generic medicines. In order to improve safety of medicinal products, aimed at increasing the production of medicines on the Polish market, it is essential that the following solutions be introduced: 
· easier import and registration procedures for transferring the production of medicines within the European Union;
· direct subsidies for selected investments;
· tightening the obligations towards MAHs in terms of stocks, supplies and equal distribution to individual countries;

· stimulating companies to produce medicines considered essential, that bring lower profit (possible establishing of a dedicated fund aiming to subsidise the production of old, unprofitable medicines); 
· applying a mechanism that would compensate higher manufacturing costs in the EU in order to enable lowering the price of the API, which would further enable to compete with Asian companies on the European market;

· support for European manufacturers of APIs, which would prevent a decline in production volume, that would result in irreversible closure of production lines/facilities;
Additional problems requiring attention are obstacles due to national regulations (legislative conditions) and unequal financial capacities of individual countries.
(e) What are the main challenges to ensure the quality, safety and efficacy of medicines and vaccines?
See answers to the question (d). 

In addition:
· Providing a sufficient number of suitably qualified staff;
· Investments in the development of new technologies and scientific research
· Diversification of API sources and medicinal products
(f) What obstacles do you see to ensuring the affordability of medicines, vaccines and other health products?
Generic medicines are responsible for most of the value of the Polish medicinal products market. Those medicines ensure the possibility of bringing about similar therapeutic effects both for the patient and the payer. Prices of generic medicines are usually significantly lower than those of innovative medicines. This helps to limit public expenses to healthcare and brings benefits to patients. There are, however, differences between particular countries in the share of generic medicines in the market. Thanks to the actions taken by the Economic Commission and the Minister of Health, the prices of reimbursed medicines in Poland are very attractive in comparison with other European countries. Significant differences in prices between countries, may, however, lead to exporting of particular products from Poland to foreign markets. Regular introduction of European regulations, as well as the improvement in the quality of Polish legal system will contribute to increasing the transparency of administrative procedures.  Moreover, taking into consideration the crucial importance of generic medicines for drug safety, it is essential that the conditions enabling fast development of generic medicines are created. In order to reach that, it is necessary to invest funds in research on the aforementioned medicines.
(g) What concrete recommendations would you make to enhance access to medicines, vaccines and other health products?
The most important issues in the field of ensuring the access to medicinal products include:  
· Production onshoring (especially of API) to Poland or to the EU:

Poland relies on Asian countries in terms of API manufacturing. Most of the APIs manufactured in Poland (80% - based on the manufacturers’ data) is exported. 
· Current disproportion between the demand and supply of medicinal products:
The pandemic years and pandemic-related social isolation significantly lowered the level of  autumn-winter season-specific infections. This was also experienced by the medicinal products market, which responded to it by reduction in production and employment levels. Therefore, using the experience gained, the manufacturers must relearn how to estimate the demand in critical time, and the administrative side must analyse the trends in order to forecast the security needed. 
· Legal regulations: 

Poland is very enthusiastic about the direction of the proposed amendments to the European pharmaceutical legislation, especially in terms of regulations related to the availability of medicinal products. It is worth mentioning the proposed definition of medicine shortage, as it will enable more transparent management of drug policy in terms of the availability. Introduction of the list of essential medicines should also lead to better coordination of managing the drug shortages. More emphasis will be placed on preventive actions – MAHs will be obliged to notify the public on the long-term suspensions in trading (several months before suspension), resulting in the lack of the continuity of supplies. Earlier communication will enable introduction of appropriate corrective and preventive actions and significantly decrease  the severity of possible shortages. 
· Transparency of coverage in communicating the shortages: 

The priority in this field should be to strive to transparent, clear and simplified communication on the difficulties related to drug availability. Permanent and transparent cooperation with the entities present on the market aimed at the information exchange is very important. Ongoing contact with MAHs in order to gather the information on the supply schedules and the availability enables to identify potential problems related to the drug availability. It is the information on the potential or current (lasting) problems with the availability or the data on temporary suspension of supplies that enable to take necessary corrective/preventive actions.  
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