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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TeMaTHYHHUX PYOPHK: 61.45.01

Tema gucepranii:
1. HaykoBe OOGI'pyHTYBaHHSI METOIOJIOTI] IIJIaHYBaHHSI TA OLIHKY [OKJIiHIYHMX Ta KJIHIYHUX AOCJiI)KEHD JIiIKapChKUX

3aCco0iB.

2. Scientific rationale for the methodology of planning and assessment of pre-clinical and clinical trials of
medicines.

Pedepar:

1. Bnepiie o6rpyHTOBaHO i po3p06JIeHO NiIX0au 10 3a0e3I1e4eHHs] HAaCKPi3HOi MeTOA0JIOTII focinKeHHs JI3 Ha 6a3i
BIIPOBAPKEeHHS 110os10keHb GLP i GCP. 3arponoHoBaHO KOHLENTYaJIbHi 3acaiyd IJIaHYBAHHS KJIiHIYHMX BUIPOOYBaHb
(KB) i koMIIJIEKC MaTeMaTUYHUX MOjieslel OLiHKY 6a30BUX IIOKa3HUKIB JI3 — nepeHOoCUMOCTi Ta e(peKTUBHOCTI.
OG6IPyHTOBAaHO HayKOBY METOJI0JIOTIIO [IJIaHyBaHHS, OpraHisallii Ta oLiHKM pe3yabTatiB KB, po3p061€eHO KOMILIEKC
METOAMK CTaTUCTUYHOI OLiHKU niepeHocuMocTi JI3 s KB i gocnigxkens BE, a Takox o1jiHku e(eKTUBHOCTI JI3.
[IpoBeseHO Baslifaliilo 3alIpoOHOBAHUX METOAMK B YMOBAX peajibHUX NOCHiIpKeHb J13. Briepiie po3po6yieHo
METOJMYHi 3acazyu NoOyAOBYU CUCTEMU YIIpaBiiHHs AaHUMU y KB, 3anrporioHOBaHO Moiesli B3aeMOii IepcoHay,
OOI'PYHTOBAHO BUMOTH IOAO YIIPABJIiHHS JAHMMU Ha MiclLli TPOBEIEHHS NOCIiIKEeHHS i MiAX0au A0 3a6e31e4eHHSs
ix HasexxHoi 06po6Ku.IIpoBeeHo nocimKeHHs (PaKTOPiB CTUMYJIIOBAHHS Y4acTi 106poBobLiB y KB.

O6rpyHToBaHa cucrema cTumyJsnii yyacti y KB gs1s anieHTiB i 310poBUX LOOPOBOJIBIIB Ta 3alIpOIIOHOBAHI



METOAMKU PO3PaxXyHKy IPOLIOBOi KOMIIEH calii 3a ydyacTs y KB.

2. Approaches to introducing comprehensive methodology for medicine research and GLP, GCP implementation
have been first rationalized and developed. The conceptual framework of clinical trials planning as well as a series
of mathematical models for assessing such basic parameters as medicine tolerability and efficiency have been
suggested. Scientific methodology of planning, organizing and assessing results of clinical trials has been
rationalized, whereas complex statistical assessment methods with regard to medicine tolerability in terms of
clinical trials, bioequivalence study and efficiency of medicines have been developed. Validation of the suggested
methods in terms of pragmatic trials has been carried out. The methodological framework for implementing
clinical trial data management system was first developed, personnel interaction models have been suggested,
whereas requirements to the on-site trial data management as well as approaches to ensuring proper processing
thereof have been rationalized. Motivational factors of voluntary participation in clinical trials have been studied.
Motivation system for participation in clinical trials by patients and healthy volunteers has been rationalized,
whereas methods of calculating monetary compensation for such participation have been suggested.
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