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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TeMaTHYHHUX PYyOPHK: 76.31

Tema gucepranii:
1. TeopeTryHi Ta HAyKOBO-TIPUKJIAHI 3aCai yIPaBJliHHS KJIiHIYHUMU [OCIiIPKEHHSIMH JIIKapChKUX 3aC06iB Ha MicCLli

IIPOBEIEHHS BUITPOOYBaHb

2. Theoretical, scientific and practical foundations of clinical trial management at place of study

Pedepar:

1. . Bnepie o6rpyHTOBaHO i po3p006JI€HO 3arajbHy MOJeJIb iIHTerpOBaHOi cucTeMU yrpasiliHH sKicTio KT JI3 i
BBEJIEHO B HAYKOBUI1 OOIr MOHATTS "iHTerpoBaHa cucrema ynpasiaiHag KII JI3". CpopmoBaHo Higxoau oo peanisanii
CVY4I ta cTparerivsi muisixu ynpasiiHHs puzukamu KJI y po6oti MITB. Po3po6seHo nmpakTuyHi nigxonu 10
inenTudikauii pusukis nys sikocti K7 JI3 y MIIB, HayKoBO 0OIPyHTOBaHO CUCTEMY iHIMKATOPIB i METOAMKY
yIPaBJliHHS PU3UKaMU [IpY opraHisatlii jocinkeHHs. Po3pobieHo anroputMmu BpaxysanHs [1P /I14] Ta BruBy
cynyTtHboi Teparnii y KJJ JI3. Bnepie po3po6aeHo mozes elP® ta meTonuxy ii Banigaunii y qocaimkenHsx BE, a
TaKO3X 3aIIPOIIOHOBAHO CXeMY (YHKIIOHAJILHOTO PO3MO/Iilly BUKOHABLB TPOLIelypy MEHEIPKMEHTY JAHUX MTPU
po6orTi 3 eIPO. PozpobiieHa y3arasibHEeHa CTPYKTYPHA MOJIEJIb 3B'13KY MiXK KJIIOUOBMMU ACIIEKTAMU 3aXUCTY
IOCHiIKYBaHUX Ta (paKTOpamMy, 10 3a6e3nedyIoTh ix peasnisauiio npu ynpasiinHi KB JI3. 3a pesysbTaTamu
AHKETYBAHHS JOCIIIKYBAaHUX 3alIPOIIOHOBAHI 3arajibHi METOLWYHI MiTXOAU A0 3aJIy4EHHS Ta 3aXUCTY
IocyimKyBaHux Ha MIIB.



2. A general model of an integrated quality management system of clinical trials of drugs was proved and
developed for the first time. The concept of an 'integrated management system of clinical trials of drugs' was
introduced. The approaches for the implementation of such a system and strategic ways of risk management of
clinical trials at the tests' locations were formulated. The practical approaches to the identification of risks to the
quality of clinical trials of drugs at the tests' locations were developed; the system of indicators and methods of
risk management for the organization of bioequivalence (BE) studies at the tests' locations was scientifically
proven. The algorithms of registration of side reactions and side effects and the influence of concomitant therapy
in clinical trials of drugs were created. The eCRF model was developed for the first time and also methods of its
validation in BE studies was created. The scheme of the functional distribution of data management procedures
performers while working with eCRF was proposed. The generalized structural model, that links key aspects of
subjects' protection and factors of management system of clinical trials of drugs, was developed. According to the
results of the survey the common methodological approaches for patients' involvement and protection at the tests'
locations were offered.
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