YHUBEPCUTET 3A HAITMOHAJIHO U CBETOBHO CTOITAHCTBO

CTAHOBMUIIE

Ot:  pou.n-p Cunsusa LiBerkoBa Tepe3oBa, YHUBEPCUTET 3a HAIMOHAIHO U
CBETOBHO CTOIIAHCTBO

Hayuna cneyuannocm: Hxonomuka u ynpasienue (Ilnanupane u anaius
Ha MbpeoscKkama OetHocm,)

OTHOCHO: JUCEpPTAllMOHEH TPY/ 3a MPUCHKIaHE HAa 00pa30BaTe/IHA U HAy4YHA
CTEIEH ,AOKTOP* 1o Hayuuma cneyuarwocm 3.7. ,, Mkonomuka u
ynpasieHue u38vH cgepama Ha MAmMepuarIHomo HpoU3E00CME0
(Ilyonruuna aomunucmpayus) “6 YHCC.

ABTOp Ha IMCEPTALMOHHHUS TPYA: Nnwnana Aranacosa bennuenosa
TemMa Ha TUcepTallMOHHUS TPY/: llooobpssane Ha peumobypcrume
ROAUMUKY 30 MeOUYUHCKY uzoeaus 6 bvaeapus

OcHoeanue 3a Ipe/ICTaBSIHE Ha CTAHOBUIIIETO: y4YaCTHUE B ChbCTaBa HA HAYYHOTO
KYpU 1O 3alUTa Ha JUCEpTAlMOHHUA Tpyd CbriacHo 3amoBen No
2806/20.10.2022 r. Ha 3amecTHUK-PekTop 1O HaydyHOHM3CJEIOBaTEICKaTA
JNEWHOCT U MEXIyHapoIHO chTpyaHnuecTBo Ha YHCC.

1. NUndopmanus 3a 1ucepTanTa
HucepranTbT ce € oOydaBal MO JOKTOpCKa Mmporpama KbM Kareapa I[lyOomuuna
anMuHUCTpauus, Qakyiarer VYmpasineHue u aaMmuHuctpauus Ha YHCC mno wuayuna
cneyuarnocm 3.7. ,JIKOHOMHKa ¥ YyIOpaBlIeHHE W3BBH cdepaTa Ha MaTEpPUATHOTO
npou3BojcTBO (ITy6nmuna agmunuctpanus)“ B YHCC cwerinacHo 3anoBen Ha 3aM.-pekTopa
nmo HUJ] ma YHCC Nel1299/03.06.2019. O6yuenuero € ocChIIeCTBEHO B cBoOOAHa dopma
npe3 nepuoaa 2019-2022 r.

2. O01ma xapakTepuCTHKA HA NPeCTABEHUS JUCEPTAIMOHEH TPY/
JlucepTanimoOHHUAT TPy € B 00eM oT 236 CTpaHHUIIHM U CE ChCTOU OT YBOJ, U3JI0KCHHE
B TPH IJIaBM, 3aKJIIOUEHUE, U3IOJI3BAHA JIUTEpATypa U NPUIOKEHUSA. B OCHOBHUS TEKCT M
MPWIOXKEHHUATA ca BKIOYeHH 7 Tabmuiu U 13 ¢urypu. COUCHKBT C U3IOJI3BaHAa JUTEpaTypa
chabpxa 103 u3TouHMKA.



Axmyannocm na memama: BescnopHa € HEOOXOIUMOCTTA OT KPUTHYHA OIEHKA
Ha penMOypcHaTa MOJUTHKA 3a MEIWIUHCKH u3Jenuss B bearapus, mpoyyBaHeTo Ha
Ipuiaranure Ttakua oT crpaHu B EC u Ha Ta3u OCHOBa OYEepTaBaHE HAa HACOKHUTE 3a
YCBBBPIIEHCTBAHE PEUMOYpPCHUPAHETO HAa MEIMLMHCKHM H3JEIMsl B CTpaHaTta HU. bbp3oTo
pa3BUTHE Ha HayKaTa W TEXHOJIOTUUTE M 3aCUJICHOTO IMOTpeOJieHne MpeAonpenessT
paslIMpsBaHETO HA MIPOU3BOJCTBOTO HAa MEIUIIMHCKUTE U3/ENIMs, HApaCTBAaHETO Ha 0OXBaTa
UM M BB3HHMKBAHETO Ha MHOroo0Opasue OT Bcekd BHA. OCHTypsSBaHETO Ha KayeCTBEHH
MEIUIMHCKU U3JENHsl 32 JIEUEHUE U MOAIBbPKAHE 3/IpaBETO Ha 3PaBHOOCUTYPEHUTE JIMLA,
yBeJIMYaBaHETO Ha (UPMHUTE MPEAOCTABALIM MEAMIIMHCKH W3NS U HHOBALUUTE € OT
CBILECTBEHO 3HAUEHUE 32 MKOHOMUYECKOTO pPa3BUTHE HA BCSAKA CTPaHA.

Ot ¢opmynupaHara OcCHOBHa I1en ,Jla Npeanoxu HAcOKM 3a MHonoOpsiBaHE Ha
peuMOYpCHUTE MOJIUTHKU 3a MEOUIMHCKM Wu3aenus B bearapus ¢ npunaraHero Ha
penr3aiH., mpou3TUYaT U MocraBeHuTe 7 3amadnd. OuepraHute OCHOBHM Hacoku ca: O3T;
JUarHOCTUYHO-CBbP3aHU TPYIHU; OLEHKA Ha Bb3JECUCTBUETO, €JIEMEHTH OT [aKETHU
IJIAllaHus, @ WHOBATHUBHUTE Ca BBBEXKJAHE HA JUTHTAIM3alUs NpPU JIOTOBApSIHETO HaA
MEIULUHCKHU U3JIeNus, atdhopMa 3a J0roBapsHe Ha MEIUIIMHCKA H3/ICHs, 1 U3KYCTBEHUS
MHTEJEKT, MPO3pAayHOCT MpHU ompenensHero Ha mark-up HagbaBka /3a MapKETHHTOBU
pa3xoau 3a MeIUIIMHCKH u3aenus/, popMupane Ha eAMHEH peuMOYpPCeH CITUCHK.

[IpenMeThT 1 00EKTHT Ha U3CIIEBAHE Ca MPABUITHO OMpPECIICHU.

Jloka3zBa ce HEOOXOAMMOCTTa OT: YCBBBPIICHCTBAaHE HA HOpMaTHBHAaTa 0Oa3za U
MOJIMTUKAaTa Ha peuMOypcupaHe Ha MEAULMHCKHUTE u3fenus B bbiarapus; mpoydyBaHe Ha
nobopure npaktuku (I'epmanus, @panuus, Auraus u XonaHaus), aJalTUPAHETO U
npwiaranero uMm. lloguepraBa ce HEoOXOAMMOCTTa OT MO-100pa Komabopanus MeExIy
YYaCTHULIUTE, 3aMHTEPECOBAHUTE CTPAaHU 3a YE/IHAKBSIBAaHE HAa HOpMaTUBHATa ypenda u
unkoprnopupane Ha Permamenta Ha EC 3a MU B Hapenbure u 3akona 3a MU B bwirapus,
T.€. poJiATa Ha MyOIMYHAaTa aIMUHUCTPAIMS, KOATO ClIEBa /1a y4acTBa aKTUBHO B IIPOLIECUTE
no QopmupaHe Ha MyOIWYHU TOJUTUKH CHBMECTHO C €BPOINEUCKUTE HWHCTUTYIUU H
IporpaMu, KaTo ajantupa QYHKIMUTE U JEHHOCTUTE CHPSMO M3UCKBAHUATA Ha
€BPOIEHCKUTE PETJIAMEHTH.

OuepTaHu ca HACOKMTE 3a YChBBPILIEHCTBAHE peuMOypcHarTa nojauTuka 3a MU upes
cpueraBaHe Ha O3T u JluarHOCTUUHO-CBBP3aHU TPYIH, OLIEHKA HA BB3ACHCTBUETO, KATO CE
MIPUJIOXKAT €JIEMEHTH Ha M3KYCTBEH MHTEJIEKT, €JIEeKTPOHU3ALNS U JUTHTAIM3aIMs, 3a J1a ce
oopMH MEXaHU3BM 32 MO-e(PEKTUBHO aHATU3UPAHE, TOTOBAPsIHE, KOHTPOI U OTYUTAHE Ype3
€JIEKTpOHHA TuIaTdopmMa 3a JAOroBapsiHe, OTYUTAHE, KOHTPOJ U 3alulalllaHe Ha MEIULUHCKU
U3JeNus, IPUCTIOCO0IEHHS, ChbOPBKEHNUS, IPUHAUIEKHOCTH U TIOMOIIHU CPEJICTBA.

OneHkara Ha 3/IpaBHUTE TEXHOJOTMH 3a MEIUIIMHCKU H3JENUs Ce pasriiexkaa KaTro
OCHOBAa M CHCTEeMaTH4YHa OIICHKAa Ha CBOICcTBaTa, €(QEeKTUTE W/WUIM BB3JICHCTBUATA Ha
TEXHOJIOTUUTE 3a 3/ipaBeorna3BaHe. Ts TpsOBa /a BKIOYBA MEIUIIMHCKH, COLMAIHN, €TUUYHU
U MKOHOMHUYECKH HM3MEpEHHs, a OCHOBHATA W IeN € Ja uHpopMHUpa U MpeJCTaBs JaHHU U
(bakTu OT pe3yiaTaTd M YCIEBAeMOCT M TMOJ3U 3a B3€MaHETO Ha pelleHHs] B o0jacTra Ha
peruMOYpPCHUTE TTOJIUTUKH.

3. OneHka Ha MOJIyYeHUTe HAYYHU U HAYYHO-TIPUJI0KHM Pe3yJITaTH
Pazpa®oTeH € KoOHIeNTyaJeH MOJeNl 3a YChbBBPIICHCTBAaHE Ha peuMOypcHara
MOJIUTHKA 32 MEIUIIMHCKH U3/1eusl B brirapus, npuiaraneTo Ha KOWTO 1€ OCUTYpU OallaHC
MEXJIy MpPOTUBOpEYAIM LEJIM HAa YYaCTHUIMTE, Karo YCTOMUMBOCT Ha OFOMXKET,



CIPaBEUIMBOCT U OYAKBAaHWs HA IMAIMEHTUTE KbM KAuecTBO M TpsiOBa na OBAAT 4YacT OT
rporieca Ha B3eMaHe Ha pelieHus U Aa Ob1at nHpOopMUpaHU OTHOCHO KPUTEPUUTE, TI0O KOUTO
B3€MaT CE PEILICHUS.

B pesynTaT Ha M3nosa3BaHaTa MOAXOASMIIA METOIOJIOTHS U TPABUITHO (OPMYTUPAHUTE
OTpaHUYCHUSI Ha M3CJECABAHETO LIETUTE M 3aJauuTe Ca MOCTUTHATU OT JNOKTOpaHT Mimana
ATtanacoBa bennuenosa.

4. OueHKa Ha HAYYHUTE U HAYYHO-TIPUJIO0KHHM IPHUHOCH
JlucepTaHThT € MOCOYMJ €IMH HaydyeH U YETUPU HAYYHO-IPUIOKHU NpUHOCH. B
pe3yATar OT u3cienBaHeTo AOKTopaHT MnusHa bennueHoBa mpaBu KpUTHYHA OLICHKA Ha
mazapa Ha MEIUIIMHCKH W3JENHs W peMMOypCcHara IMOJIMTHKA B CTpaHaTa HH M OdYepTaBa
OCHOBHUTE MpobseMHu o0nactu. Bb3 ocHOBa Ha MpoyYBaHETO Ha peuMOYypCHATa MOJIUTUKA B
I'epmanus, @pannus, BenmukoOputanus u XoJlaHAus ca WU3BEIECHU NOOpHUTE MpakTUKH. B
pe3yaTart € NpeUIoKEH MOJIEI 32 peAU3aiiH ¢ 0UepTaHW OCHOBHU HAaCOKH 32 MPUJIAraHeTo My.

5. OneHka Ha mMyOJMKANMHUTE N0 AUCEPTALUATA
[IyOnukyBaHM ca YETUPHU CTATUU C PE3YyITaTH OT H3CJeBaHaTa MpobOIeMaTHKa OT
JOKTOpaHTa, OT KOUTO €lHa pedepupaHo M MHISKCUPAHO HAYYHO M3JaHHE U 3 JOKIaaa Ha
Hay4YHH KOH(pepeHUuu. JucepTaHThT U3MbIHABA MUHUMATHUTE HAIMOHAIHU U3UCKBAHUS 110
11.20, ann.2 u 3 ot 3PACPB 3a npuno6usane na OHC ,,nokTop*.

6. Ouenka Ha aBTopedepara
CprKTypaTa H CbABPKAHHUCTO Ha aBTope(I)epaTa HaIlbJIHO CBOTBCTCTBAT HaA
CTPYKTypaTa U CbAbPKAHUETO HA JOKTOPCKUA TPYL.

/. KputuyHu 0e/ie:KKH, MPeNnoOpbKH U BHIIPOCH
Brompocu: 1. Vima nu oTkiioHeHHs MeXy AoroBopeHara u omnosecteHa lieHa oT H30K na
rpynute MU u nenara Ha npunodusane ot JI3?
2. BB3MOXXHO 111 € €lIeMEHTH OT peMMOypCHATa MOJIMTHKA Ha JIEKAPCTBEHUTE NMPOAYKTH Ja Ce
NpUJIOKAT U NpU peuMOypcHaTa MOJUTUKAa Ha MEJUIMHCKUTE u3aenus? Mmam mpex BHUI
JIEKapCTBEHUTE MPOIYKTH, BKIIOUCHN B mpuioxeHue 2 um 3 Ha [lo3uTuBHMSA JeKapcTBEH
cnuchK. LlenTa e 1a ce Hamanu 1OMJIAIAHEeTO OT MAalUeHTUTE.

8. 3akJ/ioueHue
Hucepraunonnus tpya Ha Mnuana AtanacoBa beinnyeHoBa My 1aBa OCHOBaHUE KaTo
YIEH Ha HAYYHOTO XYpH J1a U3pa3si KaTErOPUYHOTO CH CTAaHOBHILE 3a nmpuchxkaane Ha OHC
,JOKTOp* 1o HayuyHa crnenuamHoct 3.7. ,llkoHoMuKa W ympaBieHHWE W3BBH cdepata Ha
MaTtepuanHoTo MpousBoacTBO (ITy6mmuna agmuuuctpamus) B YHCC na  Mnmana
ArtanacoBa bennueHosa.

20.11.2022 r. | B 0e31051 % (o
Codus no1.a-p CunBust TepezoBa



STATEMENT OF OPINION

By: Associate Professor Silvia Tsvetkova Terezova, PhD, University of National and World
Economy
Scientific Specialty of Economics and Management (Planning and Analysis in Trade)

Regarding: for the acquisition of the educational and scientific degree PhD in scientific
specialty 3.7. "Economics and management outside the sphere of material production (Public
administration)"

Author: lliyana Atanasova Belichenova
PhD thesis “Improving Reimbursement Policies for Medical Devices in Bulgaria”

Introduction about the statement: | am a a member of the jury for the award
educational and academic degree PhD based on Order Ne 2806/20.10.2022 issued by the
UNWE Deputy Rector in charge of Research Work and International Cooperation.

1. Brief information about the PhD candidate

Iliyana Atanasova Belichenova studied in a PhD Program at Department of public
administration in scientific specialty 3.7. "Economics and management outside the sphere of
material production (Public administration)”, University of National and World Economy
according to Order Ne1299/03.06.2019 as a PhD student free form of education.

2. General description of the dissertation

The dissertation has a volume of 236 pages and consists of an introduction, an exposition
in three chapters, a conclusion, references and appendices. The main text and appendices
include 7 tables and 13 figures. The bibliography contains 103 sources.

The need for a critical assessment of the reimbursement policy for medical devices in
Bulgaria, the study of those implemented by countries in the EU and, on this basis, the
outlining of guidelines for improving the reimbursement of medical devices in our country is
indisputable. The rapid development of science and technology and increased consumption
predetermine the expansion of the production of medical devices, the growth of their scope
and the emergence of diversity of every kind. The provision of quality medical devices for
the treatment and maintenance of the health of health insured persons, the increase of
companies providing medical devices and innovation is essential for the economic
development of any country.

From the formulated main goal "To propose guidelines for improving the reimbursement
policies for medical devices in Bulgaria with the implementation of redesign.”, the set 7 tasks
also arise. The main guidelines outlined are: HTI; diagnostic-related groups; impact
assessment, elements of package payments, and the innovative ones are the introduction of
digitization in the contracting of medical devices, a platform for contracting medical devices,
and artificial intelligence, transparency in determining the mark-up allowance /for marketing
costs for medical devices/, forming on a unified reimbursement list.



The subject and object of research are correctly defined.

The need for: improvement of the legal basis and policy of reimbursement of medical
devices in Bulgaria; study of good practices (Germany, France, England and the
Netherlands), their adaptation and implementation is proven. The need for better
collaboration between the participants, the interested parties for the unification of the
regulatory framework and the incorporation of the EU Regulation on MD in the Regulations
and the Law on MD in Bulgaria is emphasized, i.e. the role of the public administration,
which should actively participate in the processes of forming public policies together with
the European institutions and programs, adapting the functions and activities to the
requirements of the European regulations.

Guidelines are outlined for improving the reimbursement policy for MD by combining
HTI and Diagnostic-Linked Pools, impact assessment, applying elements of artificial
intelligence, electronization and digitalization to form a mechanism for more effective
analysis, negotiation, control and reporting through an electronic platform for contracting,
reporting, controlling and paying for medical devices, devices, equipment, accessories and
aids.

Health technology assessment for medical devices is seen as the basis and systematic
assessment of the properties, effects and/or impacts of health technologies. It should include
medical, social, ethical and economic dimensions, and its main purpose is to inform and
present data and facts of outcomes and success rates and benefits for decision-making in the
field of reimbursement policies.

3. Evaluation of the obtained scientific and scientific-applied results

A conceptual model for improving the reimbursement policy for medical devices in
Bulgaria has been developed, the implementation of which will ensure a balance between
conflicting goals of the participants, such as budget sustainability, fairness and patient
expectations of quality, and should be part of the decision-making process and to be
informed about the criteria by which decisions are made.

As a result of the used appropriate methodology and the correctly formulated limitations
of the research, the goals and objectives were achieved by doctoral student Iliyna Atanasova
Belichenova.

4. Evaluation of scientific and scientific-applied contributions

The dissertation student has indicated one scientific and four scientific-applied
contributions. As a result of the research, PhD student Iliyna Belichenova makes a critical
assessment of the market of medical devices and the reimbursement policy in our country
and outlines the main problem areas. Based on the study of the reimbursement policy in
Germany, France, Great Britain and the Netherlands, good practices have been identified. As
a result, a redesign model is proposed with basic guidelines for its implementation outlined.

5. Evaluation of dissertation publications

Four articles have been published with results of the researched issues by the doctoral
student, of which one is a refereed and indexed scientific publication and 3 reports at
scientific conferences. The PhD student fulfills the minimum national requirements under



Art. 2b, paras. 2 and 3 of the Law on Development of Academic Staff in the Republic of
Bulgaria for the acquisition of the educational and scientific degree PhD.

6. Evaluation of the dissertation abstract
The structure and content of the abstract fully correspond to the structure and content of
the doctoral thesis.

7. Criticisms, recommendations and questions
Questions: 1. Are there any deviations between determined by NIF prices
and acquisition prices of Hospitals?
2. Is it possible to apply some elements of medicines products
reimbursement policy to the reimbursement policy of medical devices to
apply? I mean medicines products, included at Application 2 and 3 at
Positive Drug List? The goal is to reduce co-payment by pacients.

8. Conclusion

The PhD thesis “Improving Reimbursement Policies for Medical Devices in Bulgaria”,
presented by Iliyna Atanasova Belichenova gives me the reason, as a member of the
scientific jury | state my positive estimation for giving lliyna Atanasova Belichenova the
educational and scientific degree PhD in scientific specialty 3.7. "Economics and
management outside the sphere of material production (Public administration)” at UNWE.

20.11.2022/Sofia Signature:
Assoc.Prof.Silvia Terezova, PhD



