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IiJ, BIUIMBOM PETyJIATOPHOI CUCTEMU

2. Formation of the clinical studies management system in contract research organizations under the influence of
the regulatory system

Pedepar:

1. Slmenko M.B. QopMyBaHHS CUCTEMU YIIPABJIiHHSA KJIiHIYHUMY BUNIPOOYBAHHSIMU B KOHTPAKTHUX JOCJiTHALILKUX
oprasizalisix Iif| BIUINBOM peryisSTopHOi cuctemu. — KBanidikaniliHa HaykoBa nparis Ha IpaBax pyKOIIXCY.
Jucepralis Ha 3100yTTs HAYKOBOI'O CTYIIEeHs OKTopa Qinocodii B ramysi 3HaHb 07 «Y1paBiliHHS Ta
aIMiHicTpyBaHHS» 3a crienianbHicTio 073 «MeHnemkMeHnT». — HanlionanpHuii yHiBepcuteT «KneBo-MOrmisHCbKa
akazgemis», Kuis, 2023. s nucepTais 30cepepkeHa Ha BIOCKOHAJIEHH] YITPaBJliHHS KJIiHIYHMMY BUTIPOOYBaHHSIMU
y KOHTPAKTHUX JOCJiIHULBKUX OpraHidalisix B YKpaiHi, 3 ypaxyBaHHSIM BIJIUBY PETYJISTOPHOI cucTeMU. BoHa
aHasisye peryngaropHi npaktuku CHIA ta €C, BusBIIs€ yHIKaNbHI aClIEKTH YIIPaBJIiHHA KIiHIYHUMU
BUIIPOOYBaHHAIMU, 0CO0MBO B KOHTEKCTI COVID-19 Ta 36poiiHOro KoHQIIiKTy 3 Pocieto. ABTOp Harosioulye Ha
HEOOXiIHOCTi OHOBJIEHHS YKPAiHCBKOI PEryIsITOPHOI cuCTeMU 17151 €(PEKTUBHOI iHTerpanii B MbKHapOAHUI PUHOK Ta

HiABUILEHHS SIKOCTi OXOPOHU 310POB'sl. JJOCIiI)KeHHS CBITOBUX PeryysITOPHUX TPEHIiB BUSBUJIO IIOTPEOY B



pedopmax B KOHTPAKTHUX JOCIIIHULBKUX OpraHisalisx 1 iHTerpauii ykpaiHCbKOro pUHKY KJIiHIYHUX
BUIIPOOYBaHb Y I7106aJIbHUI KOHTEKCT. KiltouoBrMU € yHi(iKallis peryasTOpHUX NpoLenyp, yCyHEHHS
3aKOHO/JABYMX IPOTaJIMH, CIIPOIIEHHS TPOLIECY OTPUMAHHS [O3BOJIiB, 320€3M1€4EHHS JOCTYITHOCTI pE3YJIbTaTiB
BUIIPOOYBAHb Ta CTBOPEHHSI 6a3 JaHUX 3 BiIKPUTUM JOCTYIIOM. TakoX BaXJiMBa po36yAoBa iHPPaCTPYKTypH, B TOMY
41CJli YHIBEPCUTETCHKUX KJIHIK, Ta NiJBUIIEHHS €(PEeKTUBHOCTI YIPaBJIiHHS KJIiHIYHUMHU BUIIPOOYBAaHHIMU,
BKJIIOYAIOYY MOHITOPUHI Ta PO3BUTOK KOMIIETEHLiN MeIuyHuX (axiBLiiB, 1715 3aJy4Y€HHsI iIHBECTOPIB Ta [IOKpalleHHSs
PMHKY KJIiHIYHMX BUNIPOOYBaHb B YKpaiHi. [luceprallisi 3BepTae yBary Ha 3Ha4MMICTb yIIPaBJliHHA SKIiCTIO Ta
PU3MKAMU B KOHTEKCTi KJIiHIYHAX BUIIPOOYBaHb B YKPAiHi, 3 OrJIsiy Ha Cy4acHi BUKJIMKHY, 1[0 MOXKYTh BIJIMBATH HA
iHTepec iHBecTOpiB. OBroBOPIOIOTHCS CYy4aCHI METONM YITPaBJIiHHA SIKICTIO, Taki ik CAPA-Tis1aHyBaHH4, Ta iX
3aCTOCYBaHHS B MEHEI)KMEHTI KJIiHIYHUX BUNIPOOYBaHb. 30KpEMa, NIPUJIISE€ThCS yBara 3HWKEHHIO PU3UKIB 32
ZOTIOMOTOI0 YIIPABJIiHHS IAHUMU Ta 3a6€3M1eYeHHI0 TOTPUMAaHHS TPOTOKOJIIB KJIiHIYHMX BUIIPOOYBaHb.
YrpagniHCbKa MOJeJIb, pO3p0bJieHa B IIPOLeCi JucepTaniiHOro JOCIIKeHHS, CIIPSIMOBaHa Ha [TOKpalleHHs
PEryJsITOPHY CUCTEMY YIIPaBJIiHHS KJIiHIYHUMU BUNIPOOYBaHHSAMU 3rifHo 3 BUMoramu GxP i ISO, ninsuuryouu
edeKTUBHICTb Y BUSIBJIEHHI Ta YIIPaBJliHHI pU3UKaMHU, a TAaKOX 3a06€311e4yI0Yl MOHITOPUHT Ta KOHTPOJIb 32 POOGOTOIO
CHACTEMU PU3UK-MEHEIKMEHTY. KIII04OBi CJ10Ba: KJIiHIYHI JOCIIXEHHS, YIIPaB/IiHHS KIiHIYHUMHU BUIIPOOYBAHHSIMU,
VIPaBIiHCbKA MOJI€JIb, YIIPABIiHHS PU3UKAMU, PETYJIsLis KIiHIYHUX BUIIPOOYBaHb, PEryyIsTOPHI MEeXaHi3MHU,
PEryJsiTOpHa CUCTEMA, HaJle>KHa KJIiHiYHa IPaKTHKa, JIiIKapChKi 3aCO0U, CCTeMa OXOPOHU 3[,0POB’sl, MEAUYHI
[IOCJIyTY, MEOVYHI OpraHisallii, 3aK/1aJid OXOPOHHU 3[10POB'sl, 3[I0POB’Sl HACEJIEHHS, SIKICHI METOAU [OCJIiIKEHHS.

2. Yashchenko M.V. Formation of the clinical studies management system in contract research organizations under
the influence of the regulatory system. - Qualifying scientific work, manuscript rights reserved. Dissertation for
obtaining the scientific degree of Doctor of Philosophy, branch of knowledge 07 «Management and
administration» specialty 073 Management. - National University of Kyiv-Mohyla Academy, Kyiv, 2023. This
dissertation focuses on improving the management of clinical trials in contract research organizations in Ukraine,
considering the impact of the regulatory system. It analyzes the regulatory practices of the USA and the EU,
identifying unique aspects of managing clinical trials, especially in the context of COVID-19 and the military
conflict with Russia. The author emphasizes the need to update the Ukrainian regulatory system for effective
integration into the international market and to enhance the quality of healthcare. The analysis of global regulatory
trends revealed the need for reforms in contract research organizations to integrate the Ukrainian market of
clinical trials into the global context. Key aspects include unifying regulatory procedures, eliminating legislative
gaps, simplifying the process of obtaining permits, ensuring the accessibility of trial results, and creating open
access databases. Also crucial is the development of infrastructure, including university clinics, and enhancing the
efficiency of clinical trial management, which includes monitoring and developing the competencies of medical
professionals, to attract investors and improve the clinical trial market in Ukraine. The dissertation highlights the
importance of quality and risk management in the context of clinical trials in Ukraine, considering contemporary
challenges that may affect investor interest. It discusses modern quality management methods, such as CAPA-
planning, and their application in the management of clinical trials. Particular attention is paid to reducing risks
through data management and ensuring adherence to clinical trial protocols. The management model developed in
the course of the dissertation research is aimed to improve the regulatory system of managing clinical trials in
accordance with GxP and ISO requirements, enhancing efficiency in risk identification and management, as well as
monitoring and controlling the performance of the risk management system. Keywords: clinical studies, clinical
studies management, management model, risk management, regulation of clinical studies, regulatory mechanisms,
regulatory system, good clinical practice, drugs, healthcare system, healthcare services, healthcare organizations,
healthcare institutions, population health, qualitative research methods.
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