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Abstract. All clinical trials (CTs) are conducted in Ukraine in accordance with international ethical principles to ensure 
the protection of the rights, safety and well-being of subjects. CT is the only scientifically sound method for assessing the 
effectiveness and safety of new drugs. It is possible to increase the effectiveness of treatment of the most serious diseases 
in Ukraine due to the opportunity to participate in international CTs. This fully applies to one of the most important 
problems of clinical medicine — bronchial asthma (BA). BA is not sufficiently controlled in a significant proportion of 
patients, and in some patients, due to the severe course, there is a need for more intensive and effective treatment. BA is 
a chronic disease that requires long-term / continuous treatment, which causes a number of problems regarding the effec-
tiveness, safety and cost of innovative treatments and motivates manufacturers to further developing both new drugs and 
modern delivery inhalation devices. The aim of the study: to present the main requirements for CTs in Ukraine, and to 
analyze the features of trials in patients with BA as well. Materials and methods: modern international requirements and 
legal and regulatory framework of Ukraine were used in writing the work. Results and discussion. Studies in patients with 
BA in recent years occupy a prominent place among pulmonary CTs; there are about 32 % of the total number of studies. 
The advisory-expert group (AEG) «Pulmonology. Tuberculosis. Drugs» received materials for a specialized examination 
of 105 CTs, 33 of which in patients with BA, for the period from 2015 to 2020. The number of pulmonary profile CTs 
significantly increased in 2019, and the number of new CTs in patients with  BA significantly reduced in 2020 due to the 
COVID-19 pandemic. It should be noted that there was a tendency to increase the number of studies with complex design 
and CTs phase II in 2018-2019, which, in our opinion, indicates the recognition of Ukraine’s research potential by the 
world community. Conclusions. The complexity of diagnosis and the peculiarities of testing of innovative drugs in patients 
with BA result in more stringent requirements for the venues of CTs and the qualification of trial staff. Ukraine has all the 
opportunities for a significant increase in pulmonary CTs due to the functioning of a large number of professional 
research centers with experienced staff and a significant number of motivated patients.
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На сьогодні в Україні КВ пульмонологічного 
профілю складають близько 7 % від усіх досліджень, 
а випробовування у хворих на БА становлять близь-
ко 32 % від пульмонологічних КВ.

Складності діагностики, а також особливості 
випробовувань інноваційних лікарських засобів у 
хворих на БА обумовлює більш суворі вимоги до 
місць проведення  клінічних випробувань і кваліфі-
кації дослідницького персоналу.


