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One of the most fundamental responsibilities of the modern state is to protect the health of 

its citizens. For that reason, a contemporary healthcare system must be focused on existing and 

arising challenges, most significant of which are demographic decline and population ageing.

 Clinical trials are an important component of every healthcare system due to their role in 

improving diagnostics, search for new and safe medicines, and development of more effective 

treatment methods - thus contributing to better quality of healthcare services. 

 The Pharmaceutical Law states that clinical trial is an investigation in human subjects to 

discover or verify the clinical effects of medicinal products, to identify any adverse reactions or to 

study medicinal products with regard to their safety and efficacy. The dissertation is pertaining to 

clinical trials in Poland using a systematic approach. Thus, it considers trials as a set of components 

with its participating entities (subjects, investigators, clinical sites, pharmaceutical companies, 

Clinical Research Organisations, etc.), processes, regulations and standards which remain in 

specific relations with each other and in relation to the environment - as well as serving a specific 

goal. Particularly, dissertation concentrates on social and economic aspects of clinical trials 

(medical aspects are out of scope). 

 For many years, the United States played the key role due to a significant number and 

complexity of conducted trials. This was a result, among other things, of relatively free access to 

educated staff, understanding of procedures, availability of necessary infrastructure, as well as 

possibility of involving patients who represent a wide racial and environmental cross-section. 

 Economic globalisation, progressing at the turn of 20th and 21st centuries, have contributed 

to the expansion of clinical trials outside of the United States. Along with their relocation to Eastern 

Europe, South and Central America, and Asia, pharmaceutical companies begun to experience new 

challenges related to maintaining a high level of the ethical, quality, and safety standards in a much 

more diffused and diversified business and social environment. In order to guarantee that clinical 

trials are conducted safely, an international quality standard has been developed and implemented - 

Good Clinical Practice provides a set of ethical and scientific quality standards for the design, 

conduct, performance, monitoring, auditing, recording, analyses, and reporting of clinical trials. It 

also serves to protect the rights, integrity, and confidentiality of trial subjects. The detailed 

guidelines that advise consideration of the local and cultural conditions are also being published 

with aim to ensure that patients are always treated with respect and dignity. 

 Conducting clinical trial requires considerable financial resources to be spent on a new 

medicine development, multiple complex tests and clinical trials, as well as obtaining the necessary 

permits for introduction of a new drug to the market. It is estimated that the average cost of a new 
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medicine development and launch is USD 2.8 billion. In total, in 2016 pharmaceutical companies 

spent over USD 156 billion globally on bringing new medicines and therapies to the market. Some 

forecasts estimate that the value of these expenditures will reach USD 181 billion in 2022. It 

foresees further dynamic progress in the development of clinical trials industry. 

 The clinical trials market in Poland is valued at approximately PLN 950 million - and breaks 

down into: 

- c. PLN 300 million of taxes and clinical trial permit fees paid in to the national treasure, 

- c. PLN 650 million of remuneration paid to the clinical sites and medical personnel responsible 

for conducting trials, Clinical Research Organisations, law and logistics firms, translation 

agencies, and laboratories - entities enabling clinical trials with their supporting services. 

It should be noted that most of the financial data related to clinical trials is considered confidential. 

As a result, it is very difficult to obtain reliable information on how much money has been spent on 

any particular clinical trial or paid to the medical staff conducting it. Lack of transparency in this 

area often contributes to the negative social perception of clinical trials. 

 In Poland, about 400 new clinical trials are registered every year. In recent years, the largest 

number of trials have been approved and registered in the Centralna Ewidencja Badań Klinicznych 

(handled by Urząd Rejestracji Produktów Leczniczych, Wyrobów Medycznych i Produktów 

Biobójczych) in 2011 (495 trials), and the lowest in 2014 (396 trials). The downward trend reversed 

in 2015 (441 trials) and in 2016 (458 trials). By comparison, in Hungary and the Czech Republic 

250-300 new clinical trials are registered every year, despite a much smaller population in both 

countries (Hungary - approx. 9.8 million, Czech Republic - approx. 10.6 million). This is a clear 

indication of development possibilities for clinical trials in Poland. However, changes and further 

improvement are required. 

 It is widely believed that conducting clinical trials brings social benefits, such as lengthening 

and improving the quality of individuals’ lives. They also contribute to economic growth by 

creating new and maintaining existing jobs. Moreover, conducting clinical trials supports the 

national healthcare system by providing its facilities with financial resources and modern 

infrastructure. As an example, in 2014 clinical trials conducted in oncology only could bring the 

Polish healthcare system savings of c. PLN 160 million. 

 The dissertation examined social and economic conditions of the clinical trials system in 

Poland, as well as offered practical recommendations for improvements. Its thesis statement was: 

The potential of clinical trials in Poland is not fully exploited, thus resulting in prolonged 

improvements of the healthcare quality. 
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 To verify the dissertation thesis, a multidimensional research was conducted in 4 main 

groups: 1) 2301 patients, 2) 255 clinical site staff - doctors, nurses, and administrative employees, 

3) 73 representatives of pharmaceutical companies and 4) 195 representatives of Clinical Research 

Organizations. Additionally, 24 interviews were handled with selected representatives of public 

institutions and private entities related to clinical trials. As a result, it has been concluded that the 

most anticipated and required changes to the clinical trial system in Poland are the following:  

- establishment of reliable and efficient knowledge distribution system, tailored to the needs of 

various groups of recipients (patients, medical staff, etc.), 

- simplification and shortening the clinical trial approval procedure, 

- implementation of a central clinical trials register, 

- enactment of regulation enabling those who participated in clinical trials to access medicines that 

have not been approved yet or have not received approval, 

- introduction of insurance regulations to cover damages incurred by clinical trials subjects within 

reasonable time upon trial conclusion,  

- clarification and extension of the clinical trials expense reimbursement policy. 

The dissertation research also confirmed that clinical trials are commonly recognised in Poland as 

an extremely important factor in the pursuit of better health care. Implementing recommended 

changes in the clinical trials system will lead to improvements in quality of the Polish healthcare 

services. 


