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Biobanks have become important elements of the healthcare system infrastructure in many countries.
The effectiveness of modern medicine develops, in particular, thanks to biobanks. A biobank is a type of biorepository that collects human biological materials and associated data. Biobanks provide an opportunity for more effective healthcare and biomedical researches.

The application of the latest technologies in medicine generates better opportunities for various diseases combating. Biobanks’ activity takes place on an international level and on a global scale. That is why sufficient attention should be drawn to the legal regulation of biobanks’ activity.

The relevance of the topic is conditioned, among other issues, by the expansion of the range of medical services in Ukraine, the integration of our country into the European Union and the harmonization and unification of domestic legislation with the legislation of the European Union in accordance with the Agreement on Association between Ukraine and the EU, which defines the principles of functioning of the medical services common market.

Biobanks in Ukraine are mainly represented by umbilical cord blood banks, which are the source of stem cells, the importance of which in modern medicine is difficult to overestimate.
The author explores the issues of legal regulation of biobanks’ activity in Ukraine; analyzes current legislation from the point of view of biobanks’ activity regulation completeness; formulates the conclusions and recommendations for the improvement of the national legislation and adoption of relevant legal acts as to the activities of biobanks.

The paper aims to highlight the issues of legal regulation of biobanks’ activity in Ukraine, at the same time, emphasizing the importance of adopting relevant legislation in the field of biobanks’ activity. The author focuses on the main aspects of biobanks’ activity, which need legal regulation. 

Many countries have significant experience in the biobanks functioning. Currently Ukraine is only at the beginning of the path to creating a system of biobanks and ensuring their proper functioning.  

At the international and domestic level there is a problem regarding the legal regulation of the biobanks activity. This issue is manifested in the absence of appropriate legislation that would regulate the biobanks activity in a comprehensive manner, taking into account the peculiarities of such activity. One of the problems of Ukrainian legislation is the lack of proper categorical and conceptual apparatus.

The notion "biobank" is not used in Ukrainian legislation. The introduction of this term into national legislation and the creation of a corresponding conceptual and categorical apparatus would make Ukrainian legislation accessible for perception by the international community.
The selection and storage of biological samples and associated data for research requires special regulation of the law. There is a variety of biological samples that can be collected from donors.

In accordance with Civil Code of Ukraine an adult individual with full civil capacity has the right to be a donor of blood, its components, organs, other anatomical materials, reproductive cells. Informed consent is one of the main principles for selecting a human biological material and guaranteeing the donor rights, in particular, the right to information.

The presence of informed consent indicates the voluntary consent of the donor to use his or her biological material and/or related information in the researches.

Ukrainian legislation is limited the form of informed consent for the umbilical (placental) blood and/or placenta, despite the fact that the range of biological material species that can be removed from the human body and the purpose for which biobanks can collect biological material and associated data is much wider. 

The donor’s informed consent, as a legal instrument for biobanks’ activity regulation, requires further research in order to ensure the implementation of human rights and improve the quality of legislation on this issue.

Currently there is no relevant governing law in Ukraine that would regulate the selection of human biological material for research and the procedure for carrying out proper medical and biological research on such biological material.

In order to regulate the activity of biobanks, there have been established committees, which issue guidelines, recommendations and rules relating to the conduction of biobanks activity. The above norms are rather "flexible" regulation instruments; nevertheless, they have a significant influence on the formation of universal principles and approaches to the biobanks’ activity and bring the practice of biobanks’ activity to uniform standards.

With regard to the aforementioned, developed, well-regulated system of biobanks’ activity in Ukraine as an integral part of the healthcare system can create favorable conditions for the development of medical science, medical research and provide people with the opportunity to use the latest means and technologies in overcoming diseases, in particular, via the use of biobank services. In addition, it will make our country attractive to medical tourism as a factor in the country's economic growth.

When forming a regulatory framework in Ukraine it should be borne in mind that the activities of biobanks do not exclusively fall into scope of the field of law or medicine, but also, they are subject to ethics, moral, religion norms, etc. Legislation should be developed taking into account the ethical, religious, cultural issues and peculiarities of the modern world. It should contribute to a reasonable balance between the interests of the various actors.

The role of biobanks in biological research and in practical medicine is significant. 

One of the main purposes of adopting the necessary legislation is to take into account the interests of different groups of population, such as: donors, scientists, and community. 
By creating the appropriate regulatory framework for biobanks’ activity in Ukraine governance, it is advisable to conduct a research on international experience in the named field, to borrow the best models and practices for the functioning of biobanks in order to achieve a high level of domestic legislation.
