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Pedepar:

1. Bocumenko O.M. JIoroBopu KEPOBAHOTO JOCTYITY SIK IIPABOBUI MEXaHi3M 3a6€31€4eHHS JOCTYIY [0 JiKyBaHHS.
JucepTauiiiHe DOCiIKEHHS TOKJIMKAHO 3pDOOUTH 3HAYHUI BHECOK Y [TOKPallleHHs] 3HaHb Ta PO3yMiHHS TPaBOBOI
IIPUPOIM JOTOBOPIiB KEPOBAHOTO OCTYILY, @ TAKOXK PO3KPUTH POJIb HOBOTO IIPABOBOTO MEXAHI3MYy B 3a0€3Me4YeHHi
HacCeJIEHHS AOCTYIIy [I0 JIIKyBaHHS 3 BUKOPUCTAHHSIM CYy4aCHUX MeJUYHUX TEXHOJIOTiH, iIHHOBaLiHUX JIiKapCbKUX
3aco6iB. [IpoaHasnizoBaHO HalliOHaJIbHE Ta MXKHApOAHE 3aKOHOJABCTBO B YAaCTHHI 3a0€3MeYEHHS [1IPABa HA OXOPOHY
3[I0pPOB’sl Uepe3 peasisallilo npasa AOCTYITy 10 JIiIKyBaHHS, 30KpeMa IPUIIJIEHO YBary MOJIOKEHHSIM [JupeKTUBI

98 /79 /€C €Bponericbkoro [TapnamenTy Ta Pagu Bin 27 xoBTHs 1998 poKy po MeANYHI NpuIany IJst 1ialrHOCTUKU
in vitro, nonoxenuam Jupextusu 2011/24 /€C €pponeiicbkoro [Tapnamenty Ta Pagu Bin 9 6epesns 2011 p. npo
3aCTOCYBaHHS IIPaB NalieHTiB y cepi TPaHCKOPIOHHOI Mein4yHOi fonomory, Jupektusi No 2001/83 /EC

€sporneiicbkoro [Tapiamenty Ta Pagu «Kogekc CriiBToBapuCTBa BilHOCHO JIiKApChKUX 3aCO0iB (17151 32CTOCYBaHHS



JIIOAVHOIO)» T Bil3HAYEHO, 1110 MOJIOKEHHSI HAlliOHAJIbHOTO 3aKOHO/IABCTBA PO OXOPOHY 3[J0POB’SI HE MOXYTh
3a[I0BOJIbHUTH NIOTPEOU SIK Jep>KaBHU, TaK i CyCIiZIbCTBA B YaCTUHI PETyJIIOBaHHS 3a6€3M1€4YeHHS NOCTYIly HaCeJIEHHS
IO JIiKyBaHHSI, OTPUMAaHHS iHHOBALiTHUX JIIKapChKUX 3aC00iB, 10 NOPSAKY PETYJIIOBAHHS peecTpallii JiKapcbKux
3aco0iB Ta ix 06iry Ha (papMalLeBTUYHOMY PUHKY, [iJ]BUIIEHHS 6€3[1€KU, 3al100iraHHsI pU3UKaM 30,0POB’sl TPOMaLsiH
SIK CIIO>KMBAYiB JIIKAPChKUX 3aC06iB. Y qucepTalii 3arrporioHOBAaHO BU3HAYEHHSI [TOHSTTS «JOTOBOPY KEPOBAHOTO
IOCTYIy», BUXO[ISIUM i3 3apy0isKHOTO HAyKOBOT'O OCBiAy pO3yMiHHS IPaBOBOi IPUPOY AOTOBOPIB KEPOBAHOTO
Joctyny. JletaspHO cHOPMYJIbOBaHI XapaKTEPHi 03HaKy JOTOBOPiB KEPOBAHOTO JOCTYILY, 3a3HaY€HO IIPO
MOXJIMBICTb BUJIiIJIEHHS IBOX OCHOBHMX BU/iB JOTOBOPIB KEPOBAHOT'O IOCTYITy Ta HATOJIOUIEHO HA HEOOXiHOCTI
BIIPOBA/I)KEHHS HA HAlliOHAJIbHOMY PiBHi IOHATTS «CX€Ma JAOCTYITy» 3 METOI0 YHUKHEHHS [UIyTaHUHY i
BAOKPEMJIEHHS [IEBHOTO JOTOBOPY KEPOBAHOT'O AOCTYILY i3 3arajibHOI iX Macu. Briepiue B HallioHaJIbLHOMY IIPaBOBOMY
IIPOCTOPi 3alIPOIIOHOBAHO BM3HAUYEHHSI IIOHSTTS «CX€Ma JOCTYITy» Ta 3allPOIIOHOBAHO MEPeJIiK CXeM JOCTYITy [JIs
IIBOX OCHOBHMX BUIiB JJOTOBOPIB KEPOBAHOTIO JOCTYITY, SIKi 3aCHOBaHi Ha pe3ysibTari. Ha OCHOBI 3aIpOINIOHOBAHUX
CX€M J0CTyIy c(OOPMYIbOBAHO HOBY Kilacuikallilo JoroBopiB KEPOBAHOTO JOCTYIy. BCTaHOB/IEHO, 10 IPEIMETOM
IIOTOBOPY KEPOBAHOTO JOCTYIY € (PaKTUYHO MEAUYHA TEXHOJIOTIS B po3yMiHHI nosoxxenHs Iupextusu 2011/24 /€C
€sponericbkoro [TapiameHTy Ta Panu Bin 9 6epesns 2011 p. npo 3acToCyBaHHS [TpaB NalieHTiB y chepi
TPaHCKOPJOHHOI MeIMYHOI JOTIOMOT'H, OCKIJIbKY SIK TI0Ka3aB 3apyODKHUIU IOCBi, JOTOBOPY KEPOBAHOI'O NOCTYITY
YKJIaAQJIKCS SIK 00 iHHOBALIMHUX JIiKapChbKUX 3aCO0iB, TaK i 1[0/10 MEIUYHUX IIPUCTPOIB, B TOMY YNCJIi 1715
3a0€e3Me4eHHs JiaTHOCTUKY i JIiKyBaHHS, KOHTPOJIIO (TEXHOJIOTII fiiarHOCTHKY). OKpeMy yBary NpUieHO yMOBam
IIOrOBOPIiB KEPOBAHOI'O AOCTYITYy Ta BU3HAYEHO IE€PEJIK iCTOTHMX YMOB TaKOT'0O LOTOBOPY, fAKi € ICTOTHUMU B CUJIY
nosioxkeHsb 4.1 ¢T.638 11K VkpaiHnuy, ct. 117 Koncturyuii Ykpainu. Pazom 3 TUM Brepile 3alporioHOBaHO Kiacudikaliio
YMOB JJOTOBOPY KEPOBAHOTO JOCTYILY, 3TiHO SIKOi iXx MOXKHA [IOIiNUTY Ha TPU I'PyIH, a came: 1) 3arasibHi yMOBH, SIKi
IIPUTAMaHHi OiIBIIOCTI ZOTOBOPIB; 2) CIIeLliajIbHi YMOBH, SIKi CIIeLliasIbHi B CUJIy iX BUKOPUCTaHHS CaMe Yy JOrOBOPax
KEPOBAHOTO JOCTYIY; 3) YMOBH, SIKi BAKOPUCTOBYIOTbCSI B OKPEMUX JJOTOBOPAX, 30KpEeMa y I0rOBOPi IOCTaBKH,
IIOTOBOPI IIOCTAaBKM JIiKapChKUX 3aC00iB, Tow0. [Ipy JocifKeHHi yMOB I0rOBOPiB KEPOBAHOTO AOCTYILY,
BCTAHOBJIEHO, 10 KO)KHOMY i3 OCHOBHUX BUJiB IOTOBOPiB KEPOBAHOIO AOCTYIIY i3 BifJ[IOBiIHOIO CXEMOIO JOCTYILY
IIPUTAMAHHUY CBill IOPSAOK BU3HAYEHHS LiHU i TOPSOK 34iICHEHHS OIUIAaTU. Briepiue 3anponoHOBaHi CXEMU
dhopmMyBaHHS LiHU Ta o1IaTu 1151 GiHAaHCOBUX JIOTOBOPIB KEPOBAHOI'O AOCTYILY Ta [JIs1 IOTOBOPiB KEPOBAHOT'O
IOCTYIly 3aCHOBAaHMX Ha Pe3yJIbTaTi, Ta HA OCHOBI BUIEBKa3aHUX 3alIPOIIOHOBAHMX CXEM BUOKDPEMJIEHO 3arajbHi
IiIX0o4y BU3HAYEHHS LiHU Ta MOPSAKY OIUIATU Y TAaKUX AOroBopax. [IpoaHanisoBaHo Cy6'€KTHUI CKJaf, JOTOBOPIB
KEPOBAHOTO JOCTYMY. 3IiCHEHO aHAaJli3 [0JIOKEHb HAlliOHAJIBHOTO 3aKOHOIABCTBA 010 IPOLENypY JOTOBOPIB
KEPOBAHOTO JOCTYIY i BUOKPEMJIEHO MiATOTOBYI Aii, Ki BANHAIOTHCS CTOPOHAMU IOTOBOPY KEPOBAHOTO NOCTYITY IO
IIOYATKy TaKoi IPOLElypy 32 HalliOHAJIbHUM 3aKOHOJABCTBOM YKpaiHU. ABTOPOM ITPOaHasIi30BaHO JOCBIT,

3apyO6iKHUX KpaiH y BUKOPUCTAHHI JOTOBOPiB KEPOBAHOTO JOCTYIIY.

2. Zosymenko O.M. Managed Entry Agreements as a Legal Mechanism for Ensuring Access to Treatment. The
dissertation research is intended to make a significant contribution to improving knowledge and understanding of
the legal nature of managed access agreements, as well as to reveal the role of the new legal mechanism in
ensuring public access to treatment using modern medical technologies and innovative medicines. The author
analyses national and international legislation in the area of ensuring the right to healthcare through the right of
access to treatment, in particular, the provisions of Directive 98 /79 /EC of the European Parliament and of the
Council of 27 October 1998 on medical devices for in vitro diagnosis, Directive 2011 /24 /EU of the European
Parliament and of the Council of 9 March 2011 on the application of patients' rights in the field of cross-border
healthcare, Directive 2001/83 /EC of the European Parliament and of the Council on the Community Code on
Medicinal Products (for Human Use) on the application of patients' rights in the field of cross-border healthcare,
Directive 2001/83 /EC of the European Parliament and of the Council on the Community Code on Medicinal
Products (for Human Use) and noted that the provisions of national healthcare legislation cannot meet the needs
of both the state and society in terms of regulating access to treatment, obtaining innovative medicines, the
procedure for regulating the registration of medicines and their circulation on the pharmaceutical market,
improving safety, preventing health risks to citizens as consumers of medicines. For the first time in the national



legal space, the dissertation proposes a definition of the concept of "managed access agreement" based on foreign
scientific experience of understanding the legal nature of managed access agreements. The author formulates in
detail the characteristic features of managed access agreements, points out the possibility of distinguishing two
main types of managed access agreements and emphasises the need to introduce the concept of "access scheme"
at the national level in order to avoid confusion and distinguish a particular managed access agreement from the
total mass of them. For the first time in the national legal space, the author proposes a definition of the concept of
"access scheme" and a list of access schemes for two main types of managed access agreements, namely, financial
and result-based managed access agreements. Based on the proposed access schemes, the author formulates a
new classification of managed access agreements. The author establishes that the subject matter of a managed
access agreement is in fact a medical technology within the meaning of the provisions of Directive 2011/24 /EU of
the European Parliament and of the Council of 9 March 2011 on the application of patients' rights in the field of
cross-border healthcare, since, as foreign experience has shown, managed access agreements have been
concluded both for innovative medicinal products and for medical devices, including for diagnosis and treatment,
control (diagnostic technologies). Special attention is paid to the terms and conditions of managed access
agreements and the list of essential terms and conditions of a managed access agreement that are essential by
virtue of the provisions of Part 1 of Article 638 of the Civil Code of Ukraine and Article 117 of the Constitution of
Ukraine is defined. At the same time, for the first time, the author proposes a classification of terms and conditions
of a managed access agreement, according to which they can be divided into three groups, namely: 1) general
terms and conditions which are inherent in most contracts; 2) special terms and conditions which are special due
to their use in managed access contracts; 3) terms and conditions which are used in certain contracts, in
particular, in the supply contract, the contract for the supply of medicines, etc. In the course of studying the terms
of managed access agreements, the author has established that each of the main types of managed access
agreements with a respective access scheme has its own price determination and payment procedure. For the first
time, the author proposes pricing and payment schemes for financial managed access contracts and for result-
based managed access contracts, and on the basis of the above proposed schemes, the author identifies general
approaches to determining the price and payment procedure in managed entry agreements. The author analyses
the subjective composition of managed access agreements. The author analyses the provisions of national
legislation on the procedure for managed access agreements and identifies the preparatory actions to be taken by
the parties to a managed access agreement prior to the commencement of such a procedure under the national
legislation of Ukraine. The author analyses the experience of foreign countries in using managed access
agreements.
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