CTAHOBHIIE

Or: Ilpod. Tomopka Mrnaropa KocrammnoBa, [p.M., 3aMeCTHHK-PEKTOP
»MENIYHAPOJIHO CHTPYIHHYECTBO, KA4eCTBO M AKpeIHTAUUS” B MEIUIMHCKA YHHBEPCHTET —
Bapna, npogecop B npodecnonanno nanpasineHue “3.7 AIMUHHCTpalds W YIPaBIeHHE” BbB
®axynret 10 00IIECTBEHO 3/paBeonaspane, yiI. ,Mapun Jpunos®, 55, Bapua 9002, ten. 052
677089, mobunen ten.: 0889588408, e-mail: kostadinova@mu-varna.bg

OTtHocHoO: jHcepTalMOHEeH TpyJ Ha TeMa ,Ilogo0psiBane Ha peumMOypcHHTEe IOJHTHKH 3a
MEIHIHMHCKH u3ieaus B brarapus®

¢ asrop Mumsina AtanacoBa Beinmuenora - JoKTopanT B camocTosTenna popMa Ha 06yueHue,
3a: npucekjane Ha oOpaszoBaTenHAaTA W HAyyHa CTeNEH ,,OKTOp” 10 IpodeCHOHATHO
Hanpasjienue: 3.7 , AIMHHHCTpAlMsl W YIpPaBIeHHE, HaydyHa cHeruanHoct ,,Opranmsanus u
YIpaBJICHHUE HU3BBH cepaTa Ha MaTEePHAIHOTO IIPOM3BOACTBO (IyOIIHYHA aIMHUHHCTPALINS )"
Hayuyen pproBoguren: [Ipod. 1-p Esrenns MBanosa Jlenmduepa

OcHoBanme 3a M3roTBsIHE Ha cTaHoBHIeTo: 3anosex Ne 2806/20.10.2022 ma 3am.-pektopa 10
HHUJI 1 MC na YHCC-Codust 3a onpemenste Ha ChCTaB HA HAydHOTO Xypu H IIporoxom Ne
1/26.10.2022 1. oT 3acesaHue HA HAYYHOTO JKYPH 3a ONpPEJIEIISHE HA PEIEH3EHTH 110 MIpollelypara

3a npugobusane Ha OHC ,,Jlokrop*.

I. [dannn 3a npoueaypata u ofIIa oleHKA HA HCEPTANMOHHHSA TPY/

1o macrosmara nponenypa ca NpeaCTaBeHH BCHYKH HEOOXOIMMH JOKYMEHTH, IIPEIBHICHH
B 3aKOHA 32 Pa3BUTHE HA aKaJleMU4HHUs cheTaB Ha P Beirapust, [IpaBriiHuKa 3a NPHIOKEHAETO My
u [IpaBunnuka 3a pa3puTre Ha akageMuuHus cbetaB Ha YHCC — Codus.

Jlokropant Wnusna benmueHoBa MMa yCIENIHO IIOJOYKEHH H3MUTH 3a JIOKTOPAHTCKH
MHHHMYMH, W3IIBJIHEHH €& JCHHOCTHTE OT MHJHMBH/yalHHs yueOeH IUTaH H ca ChOpaHu
HEOOXO0/IMMUTE KPEJUTH C TIOJONKUTENIHH ATeCTAIMOHHM OLECHKH IMPEe3 NepHojga Ha oO0ydyeHHe B
JIOKTOpCKAaTa rmporpama.

PazpaboTkaTa Ha qucepranusiTa € IPUKIIOYEHA B CPOK M € PasKpUTa IIPOoleaypa 1o 3aIuTa
npen HaydHo xKypu ¢be 3anoses Ne 2806/20.10.2022 na 3am.-pexropa mo HHUJ] u MC na YHCC-
Codus.



JuceprannonnuaT TPy Ha bBemddyeHoBa pasriexaa akTyaneH MpobiieM, CBbP3aH ¢
nojo0psaBane Ha peMMOYpPCHHTE HOJMTHKH 38 MEIMIUHCKM U3jeius B Bwiarapus. LleHHOCTTA U
TOJIE3HOCTTA Ha pa3paboTKaTa Ce IOBMINABA OT OPHUTHHAIHHUA TOIXOJ HA JOKTOPAHTKATa Ja
u3cie/Ba Te3M NOJUTHKM KaTo BKIIOYBA OleHKa Ha 3japaBHuTe TexHomoruu (O3T) upes
UHCTPYMEHTHTE 3a peausaiiH. OIlleHKarta BKJIIOYBA MEJWIIHHCKHW, COIMAJIHH, €THYHH H
UKOHOMUYECKH U3MEPEHHUS, a OCHOBHATA # 1)1 € Ja MHPOPMUpA U IPEJICTaBs JIAHHH H (paKTH OT
pe3ynTaTH M YCIEBAEMOCT M MOJ3H 33 B3¢MAHETO Ha pelieHHs B o0jacTTa Ha PEHMOYPCHHTE
HOJIATHKH.

IpencraBeHUAT AUCEpTALIMOHEH TPy € B o0eM oT 239 crpanuum, or kouto 220 cTpaHHIH
OCHOBEH TCKCT, CTPYKTYPHPAH B CJIEHUTE YaCTH - BbBE/IEHUE, TPH IJIABH U 3aKIIOUCHHE.

Hay4HoTo M3caenBane M IOJTy4YEHHTE pe3yirat ca ao0pe onarnenenu ¢ 11 ¢urypu u 7
Tabmuy. CrpaBkarta 3a H3IOJ3BaHATA JIATEPATYpa ChAabpxka o0mo 103 M3TOUHHKA, OT KOHTO 44
Ha Obarapcky 1 59 Ha anrmuiicku e3uk. IIpeoOiagaBamara yacT OT HUTHPAHUATE MyOIMKALMH ca
u3maneHu mpe3 nocuenuure 10 rogmnm, Koero nokasBa MHGOPMHPAHOCT IO OTHOINEHHE HA
aKTyaqHHTE pa3padoTKu B 001acTTa Ha PEHMOYPCHHTE NMOJUTHKH 34 MEIMIMHCKH H3JCIHS B

bearapust u Eppomna.

II. XapakTepucTHKa H OIIEHKA HA Ch/IbPKAHHETO HA AMCEPTAUHOHHMS TPy

Hoxkropant benudenosa GopMynupa sSICHO ¥ KOPEKTHO OCHOBHATA M3CJIENOBATENCKA Te3a,
IeJITa Ha JIMCePTAHOHHMS TPY M IIOCTABEHUTE 3a pelraBaHe 3amaun. Onpe/ielieHH ca 00eKThT |
IPeJIMETHT Ha H3CIEABAHCTO, IPHIIONEH € aJeKBATE€H H3CIEIOBATEIICKH HHCTPYMEHTAPHYM.
Ilocoyennte oOrpaHMYEeHHs] Ha M3CICABAHCTO IIOKa3BaT JIOOPOCHBECTHOCTTA HA OKTOpPAHTA,
UMalKe MpeiBH] cnenupukaTa M IIHPOKHS o0XBar Ha IOJieTo 3a paboTa B obnacTra Ha
peuMOypCcHHTE TOMMTHKH 32 MEIUIMHCKH M3Jenus. B To3u cMuCHI Benmuenosa e ycmsa aa
U3BeJe O0COOCHOCTHTE Ha ITIOOAIHHA M CBPONEHCKHATE ITa3apd Ha MENUIMHCKUTE H3JIEIHA C
npencrassaHe Ha ton 10 HaH-roseMu IpOU3BOJUTENH; /1a HATIPABU Hapajiel] MeXKIy HalOHaIHATA
HOpMaTHBHA ypenda B boiarapus u Tazw B EBpoma xarto W3BekKIa OCHOBHHTE NpOOIEMH H
HECHOTBETCTBHSA, Ja pa3spabdoTH KOHLEGHIMs 3a peam3aiH Ha PEeHMOYPCHHTE TOJMTHKH Ha
MEIUIMHCKHTE HM3JCIUS H IPEAIOKH MEeXaHH3bM 3a peuMOypcHpaHe ¢ IIPeloOphKH
3armofo0psaABane Ha peMMOYPCHUTE HOMUTHKH 38 ME/IMIIMHCKHI U3/1e1Us B Bharapus.

Or mavanmo 1m0 Kpas Ha paspaboTKaTa € BHAUMO HEHHOTO JIMYHO OTHOIIEHHE KbM

npodiiemarukaTa i IpodecHoHamHa aHrAKHPAHOCT KbM TEMATA.



B nbpBa riaBa Ha JHMCEepTallMOHHHS TPYX C€ H3SICHSIBA Abp/KaBHATA IIOJHMTHKA,
XapaKTEPUCTHKUTE U OCOOCHOCTHTE, KAKTO W JICHUHHUIMUTE 33 METUIMHCKUTE M3JENIUsl Karo
3/[paBHH TEXHOJIOTMH, TCXHUTE KIACH(UKAIMH M eBpOMEHCKH periaMeHTH. lIpejicraBen e u
aHaJlk3 Ha CBETOBHMS W €BPONEHCKHA Na3apy Ha MEJMIMHCKY H3/1enus upe3 pokycupane kM 10-
T€ Hai-rojieMH NPOH3BONUTEIN HA MENMIIMHCKM M3/ B CBETA W Hai-ZOOpHTE CHCTEMH Ha
3/ipaBeonassane. B Kpas Ha mbpBa IliaBa ce aHOHCHPAT U MEPCIIEKTHBHUTE HACOKH 3a PA3BUTHE Ha
MEJIMIMHCKH W3/{eJlisl Ha OCHOBATA Ha IH(POBU3ALHS, €ICKTPOHH3ALHS H H3KYCTBSH HHTEIICKT.

BbBs BTOpa ri1aBa ce aHaIM3MPAT H CPABHSBAT PCHMOYPCHHTE TTOJHTHKH HA MEIUIUHCKH
usziendst B u30paHH eBponelickd crpand - @pannus, ['epmanus, BenukoOpuranus, Xomasus,
Kakto ¥ B bwarapus. B paspaborkara ce mpaBH cpaBHUTENEH aHaJIM3 Ha IOJMTHKATE Ha
peuMOypcHpaHe Ha MEIWIMHCKH W3jesiusl B Abp)KaBuTe-wieHkH Ha EC, KakTo M BBB
BenmukoOpuranus, kato BaxkeH npuMep B obnacrta Ha O3T 3a meaununckn u3aenus. Ms3peneHu ca
N00pH NPaKTHKK Ha peMMOYpCHpaHe Ha MeIMIMHCKA M3/IeNis B 00CHIK/IaHuTe CTpaHd Ha Ga3ara
Ha OCHOBHM KpUTepUH. B Tasum 4act Ha u3Je[BaHETO ca aHAIM3MPAHH HOpMATHBHATa 0asa,
TIOJTUTHKUTE U IPAKTHKUTE Ha peuMOypcupane Ha meauiuHcku usjiendst or H30K B Bearapus ma
OCHOBaTa Ha JIECK (JOKYMEHTAJICH) aHAJIU3 U NPOBEICHO SMIIUPHYHO MPOYYBaHE HA HAW-TOJEMHTE
JIOCTABYHIIM Ha MEIMIMHCKH M31enus B beirapus mo oTHomieHHe Ha OBbp3uHA HA JOTOBapsHE,
noxkymenTs, m3uckBanusa 3a O3T. Ilpunoxen e SWOT anmamn3 3a cuiHH-c1abu cTpaHd Ha
BBTpELIHATa Cpena, BB3MOXKHOCTH, 3aljiaXd Ha BBHIODHA cpena, cTpykrypa Ha H3O0K,
aIMUHHCTPUPAHE, YIIPaBICHHE, OPTaHH3alUsA— OT IJIe/IHa TOYKA HA METOIHU M J0OpH MPAKTHKH B
obmnacrra Ha O3T u JICT na Bemuxobpuranus, ®pannms, Xonanaus u ['epmanus.

B rTpera rumasa na jucepraiusTa € IpejcTaBeHa ,,KOHIENIMS 3a pead3aiiH Ha
peMMOYPCHUTE TTOJTHTHKM HA MEIMIMHCKH M3JIENHI" ¥ YCIOBHUS 3a IPUIIAraHeTo UM B Bharapus.
Pasrnenanu ca Haii-HoBuTe EBponelickn pernamentu 3a O3T Ha MeIUIIMHCKH H3/EIHs, KATO YacT
OT Tekcrosere ca BKiroyeHd B Hapenba 7. IlpemioxkeHo e u3rpaxiaHe Ha HOBa CTPYKTypa M
Hupexnus mepuuunckn  wm3zennss #w O3T wHa Memuumucku  wsgenms.  Ilogdeprana e
HeoOX0IMMOCTTa [1a Ce ONpesie]d Y4acTHETO HA BHTPELIHH EKCIIEPTH, PaslpejiesisHe Ha POJIH,
(ynxuuum, popmar 3a usrpaxaane Ha O3T noxnan, npasuna 1 npoueayps 3a O3T Ha MeUITMHCKH
U3JICTIHSL.

3ax/0uenneTo cieaBa JOrMYecKkata CTPYKTypa Ha Jucepranusara u € (popMylMpaHO

H3YCPIIATEIHO H ACHO.



III. TIpuHOCH M 3HAYHMOCT HA Pa3padoTKaTa 3a NPAKTHKATA

OnensBaM BHCOKO KpHTHYHATA OIICHKA Ha Ta3apa Ha MEIUIMHCKA M3JEIds U
peuMOypcHaTa TMONHUTHKA B bbirapuss u OCHOBHHTE MPOOIEMHH O00JIACTH, KOHTO II0COYBa
noxropant Wnusana benuuenosa. Ilennu ca u 1o0puTe MPakTHKH, KOUTO Tsi TIPEJCTABS B PE3YITAT
Ha TMPOY4YBAHETO Ha peuMOypcHara nonutvka B ['epmanmsa, ®panmus, BenukoOpuranus wu
Xonauaus.

[IpuemeM BeruKy MpHHOCH, (pOpMyTHpaHH B aBTOpe()epaTa KakTo Cie/Ba:

1) PaspaGorena e Konuenuus 3a pemusaiin Ha peuMOypcHHTe mONMTHKH 32 MU B
buarapus u ca npencraBenn ocHoBEm (O3T, JICI, oneHka Ha BbB3IEHCTBHETO, NAKETHH
IUIAIIAHKS) ¥ HHOBAaTHBHH (M3KYCTBEH HWHTENEKT H CICKTPOHU3ALMs HA JOrOBAapAHETO H
samiamanero Ha MM) MHCTpyMEHTH 3a pelu3aiiH KOMTO CIyXar 3a [NoJo0psBaHe Ha

peruMOypcHUTE NONMMTHKE Ha M.

2) UspbpuleH € CpaBHMTENEH aHAIM3 HA HOpPMATHBHATa 0a3a, perjaMeHTH |
knacupukanuy B EC 1 1pyru eBpomeiicku cTpanu OT e/iHa ¢TpaHa W Bharapus, oT Jpyra cTpaHa

KOETO IO03BOJIABA Ja Ce€ M3BeJaT OCHOBHM CJIA00CTH H HpO6J16MH B periiaMCHTaluATa B B’BJIFapI/ISI.

3) HampaBeno e o0cTOHHO mpoyuBane W OlEHKA HA peuMOypcHute nmojuTukd B EC u
Bemukobpuranus, ¢ goxyc kepM O3T u JICI', KakTo ¥ IPOBEAEHOTO EMIIMPHUYHO IIPOYYBaHe Ha
BoZey (UPMH  TeHepUpaT MHOTO H3BOAM  KOMTO Jia C€ IPUIOKAT 3a I10J00psBaHe

perMOYpCHHTE TONIMTHKH B Bhirapusi.

4) Ilpepnoxeno e pazpaboTBaHe Ha JUIHTAIHA €JEKTPOHHA IUIaT(GopMa 3a JoroBapsHe,
codTyep 3a ChCTaBsHE Ha CHHCHK-CelM(pUKANNS W HOMeHKIaTypa 3a MM, kakTo M mpomsHa/
aBTOMAaTH3MpaHo 3aminamane Ha MM 1o n0oroBopHE NapTHROPH Ype3 KOHBEPTHPAHE Ha
eNeKTpOHHUTE (PaKTypu B KOHTponeH JucT 1B M npu HeoOXOAMMOCT OT aHEeKCHpaHe Ha

KoauuecTna 1 A.

5) Yyactue npu pa3paboTKaTa Ha MEXaHU3bM 3a peuMOypcrpane Ha MU KakTo U ydacTae
B JIOTOBapsiHE, CBCTABAHEC HA CIHCHK-CIIENM(UKAIMSI, OTYHTaHE, KOHTPOJ W 3aluialllaHe Ha

MCIUITMHCKH U3JEJIAs H ITOMOIIHH CPEeCTBA.

IV. Asropedepar u nydauxamian
ABTopedepaThT OTpa3sBa IOCTOBEPHO ChHIBPKAHHETO HA JUCEPTAIMATA M AKIEHTUPA
BBPXY Hal-BOKHUTE PE3YITATH H M3BOJM OT H3cienBaHeTo. [loaroteen ¢ B 06eM ot 64 crpanuim

ABTOpe(eparsT 0TpassBa CHHTE3UPAHO ChIABPKAHUETO Ha JUCEPTAlUATA, OMKUCBA MHOTO J00pe
4



METOJONIOTHATA M INPEACTaBs 10 yOenuTelleH HAa4yWH HaM-CBHINECTBEHUTE PE3YITATH, HU3BOIAH U
IIPENOPBKHU OT MPOYYBAHETO.

JokropanT benuuenosa npencraes 1 7 nyosaukamuu (B T.4. 1 Ha aHTTMACKE €3HK), KOUTO
BKIIFOYBAT NyOJMKalus B pedepupaHo ¥ MHIAEKCHPAHO HAYYHO M3[AaHKHE M IOKIIaAu HA HAYYHH
KoH(epeHIMH. V3MbIHEHH ca MUHHMAJIHUTE HAIMOHAIHM H3MCKBaHMA 10 wWi.26, am2 U 3 or
3PACPb 3a npunotusane Ha OHC ,,mokTop*.

Yaactuero # B Obirapcku U MEKIYHAPOJIHH HaydyHH (OPYMH IOKa3Ba, Ye TEMATHKATa H
HJICHTE HA JIMCEPTAUOHHHUS TPY/l Ca KOMEHTUPAHH B HAYYHHTE CPEIX H Ca BUAMMH B IYOJIHYHOTO

IIPOCTPAHCTRO.

V. KpuTH4HH (eJIesKKH M NpenopbKu
Hsimam xpuTHYHE OeNe’KKH M EBIPOCH KbM JOKTOpaHTKara. [IpenopwbuBam Ha MnmsHa
bennueHoBa 1a JIONBIHM H3IEABAHETO CH C HSKOM AcleKTH HAa COIMAIHATA KOPIIOPATHBHA

OTTOBOPHOCT M JIa IyOJIMKYBa Pe3y/ITaTiTe B MOHOIpadust Ha OBJIrapcKy M HA aHITIMICKH €3UK.

VI. 3axinrouenne

JlucepTanloHHOTO HM3Cie/IBaHe MpeyIara MHPOK TOIIIE/ BbPXY peMMOYPCHHUTE TOIMTHKYE HA
MEIUIHUHCKH u3Jienus. To € hokycHpaHo II0 TeMaTa M € JIOTHYCCKH H3AbpKaHo. JlucepranusaTa e
U3CNICIBAHC, B KOETO JIOKTOPAHTHT IOKA3BA 3a/(bJIO0USHH TO3HAHUS, [TOCIIEIOBATEIHO ThPCEHE U
M3BJIHYAHE HA MPAKTHYECKH pellenus, Ha3upaHy Ha yOeIuTeleH U HIMPOKO(OPMATEH eMITHPHIEH
aHanu3. Hamune ca BBE3MOXKHOCTH 3a pasBHTHE W MPOAB/DKABAHE HA H3CIENABAHETO, KAKTO B
TCOPETHYCH, TaKa M MPAKTHYECKH IJIaH, KOETO € HHIUKATOP 3a YCTOWYMBOCTTA HA PE3YIITATHTE.

JucepranMoHHMAT TPyJ OTrOBaps Ha M3MCKBAHUSTA HA 3aKOHA 3a pasBUTHE HA
aKaneMUYHUs CheTaB Ha P boarapus, IlpaBunnuka 3a npuioxenwero My u llpaBunHuka 3a

pa3BuTUE Ha akageMuyHus cheras Ha Y HCC.

Benuko Tosa mMm jaBa ybeneHOCTTa Jia JaM IMOJIOKHTENHA OUEHKA U Jla IIPEIIoka
IPHUCHKIAHE HA 00pa3oBaTesHa H Hay4yHa CTeleH ,,JIokTop™ 1o npodecroHanto HanpapieHue 3.7
»AJIMHUHHCTpalMA U YIpaBlieHHe™, HAayyHA CHCUANHOCT ,,OpraHmsanys W YIPaBIeHHE H3BBH

chepara Ha MAaTEPUATHOTO IPOU3BOACTBO (MyOiMuHa aqMUHHCTpanus)* Ha Minsna AranacoBa

benu4yenosa.
25.11.2022 r. YjieH Ha HAYYHOTO JKypH:
rp. Bapua /mpod. Toxopka Kocragunosa, n.u./



STATEMENT OF OPINION

Prof. Todorka Ignatova Kostadinova, PhD, Vice Rector for International Relations,
Accreditation and Quality at the Medical University — Varna, Professor in the professional field

"3.7 Administration and management" in the Faculty of Public Health, 55 Marin Drinov St, Varna

9002, tel.: 052/677 089, mob. 0889588408, e-mail: kostadinova@mu-varna.bg,

Re: dissertation thesis entitled: “Improving reimbursement policies for medical devices in
Bulgaria”, authored by Iliyana Atanasova Belichenova — self-study PhD student.

For: for obtaining the educational and scientific degree “Doctor” in professional field 3.7.
Administration and management, specialty “Organisation and management outside the field of
material production (public administration)”

Scientific supervisor: Prof. Dr. Evgeniya Ivanova Delcheva

Grounds for assigning the statement of opinion: By Order Ne 2806/20.10.2022 of the Vice
Rector for Research and International Cooperation of UNWE - Sofia determining the members of
the Scientific Jury and in accordance with Protocol Ne1/26.10.2022 of the meeting of the Scientific
Jury for determining the reviewers for the procedure for the acquisition of the educational and

scientific degree “ Doctor”.

I.  Information about the procedure and general assessment of the dissertation thesis

According to the current procedure, all the required documents are submitted which are
envisaged in the Act on the Development of the Academic Staff in the Republic of Bulgaria, the
Regulations for is application and the Regulations for the academic staff at UNWE - Sofia.

The PhD student Iliyana Belichenova has successfully passed the exams for doctoral
minimums, completed the activities of the individual study plan and collected the necessary credits
with positive attestation marks during the period of study in the doctoral program.

The dissertation has been finished within the deadline and a procedure has been initiated for
defense before a scientific jury by Order Ne 28.06/20.10.2022 of the Vice Rector for Research and
International Cooperation at UNWE - Sofia.

Belichenova's dissertation examines a current problem related to the improvement of

reimbursement policies for medical devices in Bulgaria. The value and usefulness of the
1



development is enhanced by the PhD student's original approach to exploring these policies by
incorporating health technology assessment (HTA) through the redesign tools. The evaluation
includes medical, social, ethical and economic dimensions, and its main purpose is to inform and
present data and facts of outcomes and success and benefits for decision-making in the area of
reimbursement policies.

The presented dissertation has a volume of 239 pages, of which 220 pages are the main text,
structured in the following parts - introduction, three chapters and conclusion.

The scientific research and the obtained results are well illustrated with 11 figures and 7
tables. The reference to the literature used contains a total of 103 sources, of which 44 in Bulgarian
and 59 in English. The predominant part of the cited publications were issued in the last 10 years,
which shows awareness regarding the current developments in the field of reimbursement policies

for medical devices in Bulgaria and Europe.

II. Characteristics and assessment of the dissertation thesis content

Doctoral student Belichenova clearly and correctly formulates the main research thesis, the
purpose of the dissertation work and the tasks set to be solved. The object and the subject of the
research have been defined, an adequate research toolkit has been applied. The stated limitations
of the study show the conscientiousness of the PhD student, considering the specificity and broad
scope of the field of work in the field of reimbursement policies for medical devices. In this sense,
Belichenova has managed to bring out the features of the global and European markets of medical
devices by presenting the top 10 largest manufacturers; to draw a parallel between the national
regulatory framework in Bulgaria and that in Europe by pointing out the main problems and
inconsistencies; to develop a concept for the redesign of reimbursement policies for medical
devices and propose a reimbursement mechanism with recommendations for improving
reimbursement policies for medical devices in Bulgaria.

From the beginning to the end of the dissertation, her personal attitude to the problem and
professional commitment to the subject is visible.

The first chapter of the dissertation clarifies the state policy, characteristics and features,
as well as the definitions of medical devices as health technologies, their classifications and
European regulations. An analysis of the global and European medical device markets is also
presented by focusing on the 10 largest medical device manufacturers in the world and the best
healthcare systems. At the end of the first chapter, the prospective directions for the development

of medical devices based on digitizatior, electronization and artificial intelligence are announced.



The second chapter analyzes and compares the reimbursement policies of medical devices
in selected European countries - France, Germany, Great Britain, the Netherlands, as well as in
Bulgaria. The development makes a comparative analysis of medical device reimbursement
policies in EU member states, as well as in Great Britain, as an important example in the field of
OCT for medical devices. Good practices of reimbursing medical devices in the discussed
countries based on basic criteria are presented. In this part of the study, the legal basis, policies and
practices of reimbursement of medical devices by the NHIF in Bulgaria were analyzed on the basis
of a desk (documentary) analysis and ar empirical study of the largest suppliers of medical devices
in Bulgaria was conducted in terms of speed of negotiation, documents, requirements for HTA. A
SWOT analysis has been applied for strengths and weaknesses of the internal environment,
opportunities, threats of the external environment, structure of the NHIF, administration,
management, organization - from the point of view of methods and good practices in the field of
HTA and DRG of Great Britain, France, the Netherlands and Germany.

In the third chapter of the dissertation, a "concept for the redesign of reimbursement
policies for medical devices" and conditions for their implementation in Bulgaria are presented.
The latest European regulations on HTA of medical devices were reviewed, some of the texts are
included in Ordinance 7. It is proposed to build a new structure and Directorate of medical devices
and HTA of medical devices. The need to determine the participation of internal experts,
allocation of roles, functions, format for building an HTA report, rules and procedures for HTA of
medical devices is emphasized.

The conclusion follows the logical structure of the dissertation and is formulated

comprehensively and clearly.

III. Contributions and significance of the study for the practice

I highly appreciate the critical evaluation of the market of medical devices and the
reimbursement policy in Bulgaria and the main problem areas pointed out by PhD student Iliana
Belichenova. The good practices she presents as a result of the study of the reimbursement policy
in Germany, France, Great Britain and the Netherlands are also valuable.

I accept all contributions formulated in the abstract as follows:

1) A Concept for the redesign of the reimbursement policies for MD in Bulgaria has
been developed and basic (HTA, DRG, impact assessment, package payments) and innovative
(artificial intelligence and electronization of MD contracting and payment) tools have been

presented for redesigns that serve to improve MD's reimbursement policies.



2) Comparative analysis of the legal base, regulations and classifications in the EU and
other European countries on the one hand and Bulgaria, on the other hand, which allows to bring

out the main weaknesses and problems in the regulation in Bulgaria.

3) A thorough study and evaluation of the reimbursement policies in the EU and Great
Britain was carried out, with a focus on HTA and DRG, as well as the conducted empirical study
of leading companies generated many conclusions to be applied to improve the reimbursement

policies in Bulgaria.

4) It is proposed to develop a digital electronic platform for contracting, software for
compiling a list-specification and nomenclature for medical devices, as well as
changing/automated payment of Medical devices under contracts by converting electronic invoices

into control sheet 1B and, if necessary, annexing of quantities 1A.

5) Participation in the development of the MD Reimbursement Mechanism, as well as
participation in the negotiation, compilation of the list-specification, reporting, control and

payment of medical devices and aids.

IV. Dissertation summary and publications

The dissertation summary reflects truthfully the content of the dissertation and emphasizes
the most important results and conclusions of the study. It covers 64 pages. The abstract
summarizes the content of the dissertation, describes the methodology very well and presents the
most important results, conclusions and recommendations of the study in a convincing manner.

Doctoral student Belichenova also presents 7 publications (including 1 in English), which
include a publication in a refereed and indexed scientific publication and reports at scientific
conferences. The minimum national requirements under Art. 2b, paras. 2 and 3 of Act on the
development of the academic staff in the Republic of Bulgaria for the acquisition of the
educational and scientific degree "Doctor" have been met.

Her participation in Bulgarian and international scientific forums shows that the topics and
ideas of the dissertation work have been commented on in scientific circles and are visible in the

public space.



V. Critical remarks and recommendations
I have no critical remarks or questions for the doctoral student. I recommend Iliyana Belichenova
to supplement her research with some aspects of social corporate responsibility and to publish the results

in a monograph in Bulgarian and in English.

VI. Conclusion

The dissertation offers a broad view of medical device reimbursement policies. It is focused on
the topic and is logically sound. The dissertation is research in which the doctoral student demonstrates
in-depth knowledge, consistent search and extraction of practical solutions based on convincing and
large-scale empirical analysis. There are opportunities to develop and continue the research, both
theoretically and practically, which is an indicator of the sustainability of the results.

The dissertation work meets the requirements of the Act on the development of the
academic staff in the Republic of Bulgaria, the regulations for its application and the Regulations

for the development of the academic staff at UNWE.

All the above gives me grounds to give a positive evaluation and propose that the
educational and scientific degree “Doctor” in professional field 3.7. Administration and
management, scientific specialty “Organisation and management outside the field of material

production (public administration)” is conferred to Iliyana Atanasova Belichenova.

25.11.2022 Member of the Scientific Jury:
Varna /Prof. Todorka Kostadinova, PhD/



