YHUBEPCUTET 3A HAITMOHAJIHO 1 CBETOBHO CTOITAHCTBO

CtraHoOBMUWeE

OT: pou. Hapa PymeHoBa Benesa, a.m., MeanunHCKM yHMBepcuTet — MNneseH

HayuyHa cneuunanHoct: 7.4. CounanHa meguumMHa M OpraHMsauma Ha 34paBeonasBaHeTo u
dapmaumaTa

YneH Ha HayyHO XXypu cbrnacHo 3anosepq, N2 2806/20.10.2022 r. Ha 3aMeCTHUK-PEKTOP No
Hay4yHO-U3CNea0BaTe/NICKa AENHOCT U MeXAyHapoaHOo CbTpyaHu4YecTBo Ha YHCC.

OTHOCHO: npoleaypa 3a npuaobusaHe Ha obpas3oBaTesiHa M Hay4yHa cTeneH ,,A0KTop” no
npodecnoHanHo HanpasneHne 3.7. UKOHOMMUKA M ynpasBneHue wu3BbH cdepara Ha
MaTepuanHoTo npoussoacTso (My6anuHa agMmuHUcTpaums)

ABTOp Ha gucepTaunoHHUA TpyAa: UnnaHa AtaHacosa bennyeHosa

Tema Ha puceptaumoHHuAa Tpya: [losobpsBaHe Ha penmmbypcHUTE MNOAUTUKM 33
MEeANLMHCKM n3genva B bbarapus

1. UHdopmauma 3a gucepTaHTa

NnnaHa bennyeHoBa ce e obyyaBasa MO LOKTOPCKA Mporpama KbM Kameopa
“My6bauyHa admuHucmpayua“, akyamem ,YnpasneHme n agMmuHuctpauma”“ Ha YHCC no
HayyHa crneyuanHocm 3.7. IKOHOMMKA M ynpasieHWe U3BbH chepaTa Ha MaTepuasHOTO
npoussoactBo  (MybanuyHa  agmuHuctpaumsa). O6y4eHMETO €  OCbLUECTBEHO B
camocmoamenHa ¢opma cpely 3annalaHe C HaydyeH pbkoBoauTen npod. EBreHus
denuesa, gun.

2. AKTYyanHOCT Ha Temara

BescnopHaTa akTya/IHOCT Ha TemaTa Ha AUCEPTALMOHHMA TPyA NPOU3TUYA OT GaKTa,
ye npes nocneaHuTe AeceTuneTMa CMe CBUAETE/IM Ha EKCNOHEHUMANHO pas3BUTUE Ha
WHOBATUBHUTE 34pPaBHM TEXHONOIUM, B T.4. MEAUUMHCKUTE W34eNuA, NO MOCOKa Ha
W3KYCTBEH WHTENEKT, AUIUTaNM3UpaHe, AUCTAaHUMOHHM CceH3opu, poboTuka, 3D neuar,
MOBUAHWN 34PaBHU NPUNONKEHUA U AP., KOUTO NPMA0OUBAT BCe MO-TONAMO 3HAYEHUE MNpwU
NpefoCTaBAHETO HA 34PABHUTE TPUXKM.

HoBuTe TexHonormu ca cpes OCHOBHWUTE MPUUYMHM 3@ HEMPEKBCHATO HapacTBalMTe
pasxogu 3a 34paBeonasBaHe M be3npeugaeHTHUTE NpeAM3BMKATENCTBATa  Npep,
yrnpaBnsBalLnTe, CBbP3aHM C NOCPELLAHETO HA 34PaBHUTE NOTPEOHOCTM Ha HaceNeHWeTo.
CKopoCTTa Ha HanpeaBaHe Ha WMHOBAUWWTE BOAW AO TOBA, Y€ TEXHO/OrMUTE PHKOBOAAT
pa3paboTBaHETO Ha MOAUTUKMTE, a He obpatHoTo. Ha TO3M ¢GOH wM3yyaBaHeTO Ha
PeEUMOBYPCHUTE MOAUTUKN 338 MEOULMHCKU U3LEeNnA, U3NON3BaLLM OLEHKATa Ha 34paBHU
TexHonorum (O3T) KaTo OCHOBA 3a HAYYHOOHOOCHOBAHO B3eMaHe Ha YMNPaB/IEHCKU peLleHus,
Npuao6MBa N3KAOUYUTEIHA aKTyaHOCT.



Mpe3 nocnegHuTe roAMHWM Yy HAac 3a4vecTtABaT nybavkaummte no npobnemute Ha
OLLeHKaTa Ha 34paBHU TEXHONOMMU Npean BCUYKO 3a NIEKAapCTBEHU NPOAYKTU, HO Ca MaJiKo
KOHKPEeTHUTe U 3a4bnboyeHM NpoyyBaHUA B HAMpPaBAEHWETO, KOeTo e OOeKT Ha Ta3u
ancepTauma, a UMeHHO MeauunHCcKUTe nsaenus (MN).

B mMomeHTa e owe no-nogvyepraHa HEOHXOAMMOCTTA M 3HAYMMOCTTA Ha M3bpaHaTa
Tema — He CamMoO KaTo M3c/nefoBaTeNCKO MoJjie B TeopeTMyeH acrnekT, HO W HerosaTa
HaCoOYEeHOCT KbM MPaKTMKaTa BbB BPb3Ka C NnpMemaHeTo Ha Hapeaba Ne 7 ot 31 mapt 2021 r.
3a yCNnoBMATa U peda 3a CbCTaBAHE Ha CMUCBbK Ha MeguuuHCKUTe usgenuna no un. 30a ot
3aKoHa 33 MeAMUMHCKUTE U34enva W 3a onpegensaHe Ha CTOMHOCTTA, 4O KOATO Te ce
3annawar.

B 1031 cMucbn cumtam 3a ocobeHO aKkTyanHa OCHOBHATA Te3a Ha AOKTOpaHTKaTa 3a
HeobXxoAMMOCTTa OT M3rpaXKAaHeTo Ha eKcnepTeH MOoTeHUMan OT Jiekapu, GapmaueBTH,
CTAaTUCTULUWN,  WUKOHOMMUCTM, NPOFPaMUCTM U Ap. CNeumanuctn, obeauHeHn B
MYATUOUCUMNANHAPHU  eKUNKM B CNeumanm3mpaHm  CTPYKTypu, Kato abconTHO
3a4b/IXKUTENIHO yCNoBMEe 3a peausaidH Ha HeedeKTUBHAaTa B MOMEHTa cucTema uypes
CTapTUpaHe U NOo-HATaTbLHO pa3BUTUE HA NpoLeca Ha OLeHKa Ha 34PpaBHU TEXHONOMMMU 33
MeauUUHCKK usaenna B bbarapus.

3. O6wWwa xapaKTepUCcTUKa Ha NpeaCcTaBeHUA AUCEePTALMOHEH TPYA,

AncepTaumMoHHUAT Tpya e npeacTaBeH U CTPYKTYpUMpaH BbB BWUA OTroBapsAl, Ha
M3nCKBaHMATA. CbabprKa 236 CTpaHULM U Ce CbCTOM OT YBOA, M3/0XKEHWe B TPWU [N1aBMu,
3aK/l0YeHMe, N3N0A3BaHA AUTepaTypa U NPUIOKEHUA. B OCHOBHUA TEKCT U NPUIOKEHUATA
ca BKAtoYeHU 7 Tabamum mn 13 ¢urypu. CNUMCbKbT C M3N0A3BaHA AnTepaTypa cbabprka 103
M3TOYHMKA, OT KOMTO 44 Ha Kupuaunua n 59 Ha natmHuua.

Llenta Ha HAyyHOTO Wu3CNeABaHE NPOU3TUYA JIOTMHHO OT KPUTUMYHUA aHaAU3 Ha
NMTEepaTypHUTE U3TOUYHULM M e fobpe dopmynmpaHa. B nsanbaHeHWe Ha Ta3mM KOMMJIEKCHA
Uen ca npeanoxeHu 7 3agayv, KOMUTO MPOM3TMYAT JIOTMYHO OT AuTepaTypHuA o0630p,
bopmynmpaHmTe OT HEro M3BoAM U 3a10XKeHUTe 4 paboTHM XMNOTE3N Ha NPOYYBAHETO.

MN3non3saHUTe MeTogM (AOKYMEHTaNeH aHanu3, CPaBHWUTENEH aHa/N3, AHKETHO
npoy4ysaHe, SWOT aHanu3, HOpMaTUBEH U NO3UTUBEH MKOHOMWYECKM aHaNU3, CMHTE3) ca
afeKBaTHO nogbpaHu 1 BOAAT A0 U3NMbJHEHWE HA NOCTAaBEHUTE L U 3a434M.

B TeopeTuyeH acneKkT AMCEpPTAUMOHHMAT Tpya, NpeacTaBA CpaBHUTENEH aHaAuM3 Ha

HopmaTuBHaTa 6a3a, pernameHTH, KnacMduUKauMM WM  HOMEHKNATYpPW, KAKTO M Ha
penmbypcHUTe MOAUTUKM M nNas3apa Ha MW B EC. MogpobHo e pasrnegaHo TeKywoTo
CbCTOAHME Ha NpunoxkeHue Ha O3T 1 ANMArHOCTMYHO cBbp3aHu rpynu (ACl) 3a megnuUnHCKK
n3genns B eBpPOMNEMCKM Malab, KoeTo AonpuHaca 3a M3BEeXAaHEeTo Ha AobpuTte uyxam
NPaKTUKMN.

B npaKTMyeckm nnaH TOW npepgnara AeTalHO u3cneaBaHe Ha MexaHM3Ma Ha
penmbypcupaHe Ha MeguUMHCKUMTE n3genns B bbarapua n npoyyBaHe Ha MHEHMETO Ha
AENCTBALlM eKCnepTM OT MHAYCTPUATA 3a TEKYWOTO CbCTOAHME W npobremute Ha



HauMOHaNHO HMBO. PopmMynMpaHM ca NPENOPLKM 33 M3rpaKkAaHETO Ha KanauuTteT U
ONTUMM3MpPAHE Ha NpoLeca.

MnuaHa benuyeHoBa AEMOHCTpMpa 3a4bn60YEHO NO3HABaHE Ha CbCTOSHMETO Ha
npobnema, TeHAEHUUUTE HA pa3BUTME, HOPMaTMBHaTa 6a3a 1 3aMHTEPeCcoBaHUTE CTPaHU B
npoueca Ha penmbypcrMpaHe Ha MeANLMUHCKU U3aenusa.

BMCOKO oueHABaM MNpeasio’KeHMA KOHUEeNTyaneH MoZen 3a peausaiiH  Ha
PEUMOBYPCHUTE MONUTUKM 33 MEAMUMHCKM U34EeNus, KOMTO Mma noTeHuuana ga b6bae
yCNewHo NPUAOXKEH Y Hac, KAKTO AOKTOPaHTKaTa A0Ka3Ba Ype3 TeopeTUYHOTO aganTupaHe
Ha MoAeNa KbM CpeaTa Ha 6bArapckoTo 34paBeonasBaHe.

4. OueHKa Ha NOly4YeHUTE Hay4YHU U HAYYHO-MPUIOKHU Pe3ynTaTu

Pesyntatute u TAXHOTO OOCBLXKAAHe ca npeacTaBeHM NoApobHO B TpeTa r/aBa B
obem oT 97 CTpaHUUM WU ca OHarieAeHu ¢ Tabanum u rpaduku. Te HanmbAHO obXxBawaT
NOCTaBEHUTE 3a4a4YM U Ca MHTEpPNPeTUPAHM KOPEKTHO, KaTo 3aBbpliBaT ¢ 0606LuiaBaLm
n3Boam.

lMocTUrHaT e TbPCEHWUAT KpaeH pesyaTat oOT AUCepPTaUMOHHWA Tpyd, a WMMEHHO
Cb3aBaHe Ha MoAen 3a HOBA apXMTEKTypa, CTPYKTypa M opraHmM3auma 3a BHeapABaHe Ha
O3T Ha MW B bbarapua.

KoHuenumaTa 3a peausaiiH e pe3yntaT OT cob6CTBEHO MpoyyBaHe, 6a3MpaHoO Ha
NMO3HAHWA 33 eBPONEencKkMTe M OGBATapCKUTE HOPMATUBHWM aKToBe M BM3HeC npouecn U
ABATOroAMWHA NPaKTMYecKa paboTta B cucTemMaTa, KOeTo AaBa OCHOBAHWE M Bb3MOMXKHOCTU
33 pasrpbliaHe Ha KOMMJEKCeH aHaAuM3 M HOBA BM3MA 33 Ta3U BaXHAa U M3BbPLUBAHA
WHKOFHWUTO AEMHOCT 4,0 MOMEHTa C BCe NO-yBe/inyaBalm ce Temnose, 06emMun n N3NcKkBaHuA.

MpoeegeHoTo B Nnepmoga 2017-2022 r. emnNMPUYHO Npoy4vBaHe cpen, AOroBOPHUTE
napTHbopu Ha H30K 3a MW, oTHOCHO opraHu3aumaTa Ha paboTa, HacToAwMTe npobaemun n
BMXKAAHMA 32 peuMbypCcHUTE NONUTUKM AaBa Bb3MOXKHOCT 33 GOpMyAMpPaHE HA NPENOPBKU
3a onTumuaMpaHe Ha npoueca 3a H3O0K, odupmute-BHOCUTENN, UINDBAHUTENUTE Ha
MeANLMHCKA MOMOLL, anTeKMTe U NauueHTuTe.

5. OueHKa Ha Hay4yHUTE U HAaY4YHO-NPUNOXKHUN NPUHOCU

O6wmnte M3BOAM OT MPOY4YBaHETO U GOPMYINPAHUTE KOHKPETHM MPENOPbKM KbM

BCUMYKM 3aMHTEPECOBaHM CTPaHU We 6baaT NosiesHn 3a ONTMMU3MPAHE Ha NOAUTUKUTE 3a
pemmbypcupaHe Ha MeAMULMHCKU n3aenua B Bbarapus.

Mpremam GoOpMynupaHUTE OT AOKTOPAHTKATa MPUHOCK, KAaTO 33 HaAW-CbL,ECTBEHM
onpeaenam NpPoBeAeHOTO BCEOOXBATHO MPOy4YBaHe HA BbHLWIHATA M BbTPELHATa cpesa Ha
peMmbypcrMpaHeTo Ha MeOULMHCKN U34EeNNA, KaKTO M OpraHusauuaTa U aganTMpaHeTo Ha
KOHLLeNTya/IHaTa PamKa KbM ObNrapcKus KOHTEKCT 3a M3rparkaaHe Ha KanauuTeT 3a O3T 3a
MeAMULMHCKM n3aenus.

6. OueHKa Ha nybanKauuuTe no gucepraymata
BbB Bpb3Ka C AWcepTaumsaTa ca npeacraBeHn 7 nyb6anKkauum (5 ctatmm M 2 HayyHu

[OKNaga), KOMTO M3UANO CbOTBETCTBAT Ha TemaTa Ha AuMcepTaumoHHua Tpya. WMnusHa
BenvyeHoBa e camocToATeNeH aBTOP Ha LWeCT OT nybauMKauuuTe M NbpBM aBTOP BbLB
BCMYKUTE Ceaem.



MpeacraBeHUTe nNyb6AMKALMU MOKPUBAT HAMBAHO MUHUMANHUTE HaLUMOHaNHU
nanckBaHma 3a OHC ,, nokTop”.

7. OueHKa Ha aBTopedepaTta
ABTOopedepaTbT 0TpasABa CUMHTE3MPAHO CbAbPXKAHMETO HA AMcepTaumATa, ONUCBa

MHOro gobpe metogosiormatTa U npeactaBs no ybeauTeneH HaunMH Hal-CbLECTBEHUTE
pe3ynTaTu, U3BOAM U NPENOPDBKM OT NPOYUBAHETO.

8. KputnuHm 6enexkkun, npenopbKu u BbNpocu

E3NKLT M TEPMMUHONOIMATA Ce HYXAAAT OT npeumsmpaHe. Ha HAKONKO mecTa B
Pa3NMYHK FNaBU MMa NOBTOPEHUE Ha Lenn ab3aun, Koeto e Aobpe Aa 6bae U34NCTeHo.

M3non3BaHM ca NoAxXoAsWM MO CbAbpPXKaHME NTEPATYPHU U3TOoYHMUM — 103 6pos,
HO cpen TAX JIMNCBAT CTaTUMW, CBbP3aHU C BbLBEXKAAHETO Ha OUeHKaTa Ha 34pasBHU
TexHonorum B Bbarapua. Tosm nponyck 61 morbn ga 6bae msberHaT, TbM KaTo npes
nocneaHUTe roAnNHU MMa PbCT Ha NybanKauuuTe no npobiema y Hac M 3aN03HAaBaHETO C TAX
61 fOoNpPUHECNO 33 NO-Mb/JIHOTO NPeACTaBAHE Ha 6b/IrapCcKMA ONuT.

MpenopbYyBam MO-WMPOKO MONyaspusMpaHe Ha paboTata ypes3 Pas/INYHU HayyHU
dbopyMM, KaKTO 1 NpeacTaBsaHe Ha KOHCTaTauuMTe U Pe3yaTaTuTe oT AUCEPTALMOHHUA Tpya
npea, NHCTUTYLUMNTE, KbM KOMTO aBTOPKaTa OTNpaBA NPEnoOpPbKU.

Mpepnaram no Bpeme Ha nybanyHaTa 3aWMTa AOKTOPaHTKaTa Aa OTFOBOPU Ha
cnegHuna sbnpoc: Koe Hanara cb3gaBaHeTo Ha HOBa CTPyKTypa 3a O3T 33 meauuMHCKK
n3genusa, Npu NoaoXeHue, Ye Beye MMa yTBbpaeH opraH 3a O3T 3a 1eKapCcTBEHU NPOAYKTU?

9. 3aKkntoyeHue

MpencraBeHUAT 3a  peueHsupaHe auceptaumoHeH Tpya ,MopobpsaBaHe Ha
peMmbypcHUTEe MNOAUTUKM 33 MeAMUMHCKM wusgenua B bbarapua” npeacrasnsasa
OPUIMHANIHO, CAMOCTOATE/NIHO M 334b/1I60YEHO HAay4yHO M3CNeABaHEe HA aKTyaseH U 3HAYMM
npobnem. TpyaAbT MMA NoAYEpPTaHO HAYYHO-MPUIONKHO 3HAYeHWe W OTroBapa Ha
nsmckBaHmaTa Ha 3PACPB, lNpaBuaHMKaA 3a NpunaraHeTo My M BbTPELWHUTE HOPMATUBHU
OOKymeHTM Ha VYHCC. 3atoBa ybeaeHo pJaBam CcBOATa MO/IOXKMTENHA OUEHKA Ha
paspaboTteHns ancepTauMOHEH TPYA U NpenopbyYBam Ha yBaxkaeMuTe YaeHoBe Ha HayyHoTo
XKypu Aa npucbaAat obpasoBaTenHaTa M HayyHa cTeneH ,A0KTop“ Ha UnmaHa ATtaHacoBa
BenunyeHoBa No Hay4yHa cneumanHoct 3.7. MKOHOMWKa U ynpaBaeHWe U3BbH chepaTa Ha
MaTepuanHoTo NnpounseoacTeo (MybanyHa agMmUHUCTPaLMA).

rp. NneseH M3roTBmnn CTaHOBULLETO:

26.11.2022 . (oou. Haps Benesa, a.m.)
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STATEMENT

By: Assoc. Prof. Nadia Rumenova Veleva, PhD, Medical University - Pleven

Scientific specialty: 7.4. Social medicine and organization of healthcare and pharmacy
Member of the scientific jury according to Order No. 2806/20.10.2022 of the Vice-Rector
for Research and International Affairs of the UWNE

Regarding: procedure for awarding PhD degree in the scientific specialty 3.7. Economics and
management of the non-material production (Public Administration) in the UWNE
PhD candidate: Iliyana Atanasova Belichenova

Topic of the PhD thesis: Improving reimbursement policies for medical devices in Bulgaria

1. Information about the PhD candidate

The PhD candidate was trained in a doctoral program at the Department of Public
Administration, Faculty of Management and Administration at the UNWE in the scientific
specialty 3.7. Economics and management of the non-material production (Public
administration). The dissertation is prepared in a private form of training with scientific
supervisor Prof. Evgenya Delcheva, PhD.

2. Relevance of the PhD thesis topic

The relevance of the PhD thesis topic is due to the fact that in recent decades we have
witnessed an exponential development of innovative health technologies, including medical
devices, in the direction of artificial intelligence, digitalization, remote sensors, robotics, 3D
printing, mobile health applications, etc., which are gaining more and more importance in
the provision of health care.

New technologies are among the main drivers of the ever-increasing healthcare costs
and set unprecedented challenges for the authorities related to meeting the health needs
of the population. The speed at which innovation is advancing leads to the fact that
technology is driving policy development, not the other way around. Therefore the study of
reimbursement policies for medical devices using health technology assessment for
evidence-based decision-making becomes extremely relevant.

In recent years, the number of publications on the problems of health technology
assessment in our country is increasing, primarily for medicinal products, but there are only
few specific and in-depth studies in the area that is the subject of this dissertation, namely
medical devices.

The significance of the PhD thesis topic is even more emphasized at the moment - not
only as scholarly research, but also as applied research in relation to the adoption of



Ordinance No. 7 of March 31, 2021 on the conditions and procedure for creating medical
devices list and price ceiling.

Thus | consider the main thesis of the PhD candidate about the need for capacity
building and redesign of the system particularly relevant. Training of experts (medical
doctors, pharmacists, statisticians, economists, programmers, etc. specialists) and creation
of multidisciplinary teams and specialized structures is a mandatory precondition for
improving the currently ineffective system through introducing the health technology
assessment for medical devices in Bulgaria.

3. General characteristics of the PhD thesis

The PhD thesis is presented and structured in a way that meets the legal
requirements. It is written in 236 pages and consists of an introduction, an exposition in
three chapters, a conclusion, references and appendices. 7 tables and 13 figures are
included in the main text and appendices. The bibliography contains 103 sources, of which
44 are in Cyrillicand 59 are in Latin.

The aim of the study follows logically from the critical analysis of the literature and is
well formulated. In fulfillment of this complex goal, 7 tasks are proposed, which derive
logically from the literature review, the conclusions formulated by it and the 4 working
hypotheses of the study.

The methods used (documentary analysis, comparative analysis, survey, SWOT

analysis, normative and positive economic analysis, synthesis) are adequately selected and
lead to the fulfillment of the set goals and objectives.

In a theoretical aspect, the dissertation presents a comparative analysis of the legal
basis, regulations, classifications and nomenclatures, reimbursement policies and the
market of medical devices in the EU. The current state of application of HTA and DRG of
medical devices on a European scale is examined in detail, which contributes to the
identification of good foreign practices.

In practical terms, it offers a detailed study of the mechanism of reimbursement of
medical devices in Bulgaria and a study of the opinion of active industry experts on the
current state and problems at the national level. Recommendations for capacity building
and process optimization are formulated.

Iliyana Belichenova demonstrates in-depth knowledge of the state of the problem,
development trends, regulatory framework and stakeholders in the medical device
reimbursement process.

| highly appreciate the conceptual framework proposed for the redesign of
reimbursement policies for medical devices in Bulgaria. Its potential to be successfully
implemented in our country, is proved by the PhD candidate through the theoretical
adaptation of the model to the Bulgarian healthcare environment.



4. Evaluation of the scientific and applied-scientific results

The results and their discussion are presented in detail in the third chapter in 97
pages, illustrated with tables and graphs. They fully cover the tasks set and are interpreted
correctly, ending with summarizing conclusions.

The sought final result of the PhD thesis was achieved, namely the creation of a
model for a new architecture, structure and organization for the implementation of HTA of
medical devices in Bulgaria.

The redesign conceptual model is the result of candidate’s own research, based on
knowledge about European and Bulgarian legal acts and business processes and many years
of practical work in the system, which gives grounds and opportunities for developing a
complex analysis and a new vision for this important and hitherto incognito activity with
ever-increasing rates, volumes and demands.

The empirical study conducted in the period 2017-2022 among contractual partners
for medical devices, regarding the organization of work, current problems and views on
reimbursement policies enables the formulation of recommendations to optimize the
process for NHIF, importing companies, healthcare providers, pharmacies and patients.

5. Evaluation of scientific and scientific-applied contributions
The general conclusions of the study and the formulated specific recommendations

to all stakeholderds will be useful for optimizing medical device reimbursement policies in
Bulgaria.

| do accept the contributions formulated by the PhD candidate and consider as most
essential the conducted comprehensive study of the external and internal environment of
the reimbursement of medical devices, as well as the organization and adaptation of the
conceptual framework to the Bulgarian context for building capacity for HTA of medical
devices.

6. Evaluation of the PhD thesis-related publications
The candidate presented 7 publications related to the PhD thesis (5 articles and 2

reports). All of them directly correspond to the topic of the PhD thesis. Iliyana Belichenova
is a single author of 6 of the publications and the first author in all of them.

The publications presented fully cover the minimum national requirements for
acquiring PhD degree.

7. Evaluation of the abstract
The abstract presented synthesizes the content of the dissertation work, correctly

describes the methodology used and presents in a convincing way the most important
results, conclusions and recommendations of the research.

8. Critical remarks, recommendations, and questions

Language and terminology should be more precise. There are several cases of
duplication of whole paragraphs in different chapters of the thesis that should be cleared
out.



The 103 literature sources used are appropriate in terms of content but no
publications related to the introduction of health technology assessment in Bulgaria were
included in the analysis. This information gap could have been avoided, since recently a lot
of publications on the problem are available in our country, and their analysis could have
contributed to a more comprehensive presentation of the Bulgarian experience.

| recommend wider dissemination of PhD thesis results through scientific forums, as
well as their presentation to the institutions to which the author refers recommendations.

| would like to address the following question to be answered by the candidate
during the defense of the PhD thesis: What is the reason for creating a separate HTA body
for medical devices given the well-established structure for HTA for medicinal products?

9. Conclusion

The reviewed PhD thesis “Improving reimbursement policies for medical devices in
Bulgaria” is an original, independent and profound study on a relevant problem of great
practical importance. It complies with all the requirements of the Law for the development
of academic staff in the Republic of Bulgaria, the Rules thereto and the relevant rules of
UNWE. Therefore | vote positively for the PhD thesis and propose that the candidate lliyana
Atanasova Belichenova be awarded the educational and academic degree "doctor" in the
scientific specialty 3.7. Economics and management of the non-material production
(Public Administration).

Pleven e

November 26, 2022 Assoc. Prof. Nadia Veleva, PhD



